JlokymeHTanus, coaep:Ramas MHPpopMannio, He0OXOAUMYIO VISl IKCIIYATALMHU IK3EMILISIPa NIPOrPaAaMMHOI0
o0ecreyeHus, NPeIO0CTABJICHHOIO 1JIA MPOBEACHUA IKCIEPTHOM NMPOBEPKH

Paznen "Toprossie HaumeHoBaHus'" cnipaBoyHHMKa ""Buians. JlekapcTBeHHbIE IPenaparbl 1 TOBAPHI AIITEYHOI0
accoprumenta B Poccun"

Paznen "Toproele HauMeHOBaHUsA" MpeIHA3HAUEH JUIsl TOMCKa WH(POPMAIIUY O JIEKApCTBEHHBIX Mpenaparax u napadapmaneBTHKU. ICTOYHUKY HHPOpMALIUN:
Hcrounnk nadopmanuu - 'ocy1apcTBEHHBIN peecTp JEKapCTBEHHBIX CpecTB MUHHUCTEPCTBA 3/ipaBooXpaHeHust PD; oguimanbHO yTBEpKICHHBIC
MHCTPYKIMHU 10 ipuMeHeHnto. @oTorpaduu ymakoBOK MpPeI0CTaBICHbI IEPKATEIIMH PETUCTPALIMOHHBIX YI0CTOBEPEHHIA.

Jlnig moucka nHGOpMAIMK O JIEKApCTBEHHBIX Mpernaparax Bel MoxkeTe BOCIOIB30BaThCA:

e andaBUTHLIM yKa3aTeJaeM HAaUMCHOBAHMIA;

o a.]'[d)aBI/ITHBIM YKa3aTCJIEM aKTHMBHBIX BCIICCTB,

e andaBUTHBIM yKa3zareiaeM hUPM-IIPOU3BOIUTENIEH;
e  yKa3zarelleM KIHHHKO-(apMaKOIOTHYECKUX TPYIIIL;
e  HO30JIOTMYECKHM YKa3aTCIEM;

e yKazareneM kKojoB ATX;




lar 1. Beioop Briaaaku "Topropbie HAMMEeHOBAHUSA' B IJIABHOM MEHIO.

H EM,\'J,E.HI:. .ﬂEKEpCTEEHHbIE NPEN3apaTel U TOEAPElI aNTEYHOMD aCCOPTUMEHTE B Poccun.

Toproeele HAUMEHOBAHWA | AkTWBHbIE Bewectsa  Papmauestudeckue cpeactea Peectp BAJ  Cepeucel Cnpaeka

AndasUTHEIA yKazaTENE HIMMEHDEAHMIA

Mouck HaMEHOEZHWA N0 COCTABY I{apCTBEHHbIE

Menck HaMMEHDBAHWA MO NPoUIB0ANTENH IMEHTA B PQCCHH».
Knunnko-Papmakonornyecknil ykasaTens

Hozonornyecknid yrkasatens (MKB-10) THMeHTa B Poccimy —

AHatomo- TepanesTudecko-Eumudeckan CucTema Knaccrgukaunm HEDX Bunank. nocraenaemoil kak

Yrkazatens Papmako- Tepanestuyecknx [pynn

Herounnkn JaHHBIXZ

+ [ocymapcTeeHHBIA peecTp ISeKapCTE eHHBIX cpencTe MuHMcTepcTEa sopasooxpaderna PD;
s DenepansHeii peectp Pocnotpebuanzopa PP,
+ OdHIHATEHO VTEepEIEHHEIE MHCTPYEL[MH 10 [TPHMEHEHHED.

((BII,II:I."I]:. JTEKEPCTBEBHBIE npenapaTtkl H TOEAPEI ANTEYHOID ACCOPTHMEHTA B Poccun»
COTeERT CeIVIIMHe TaHHBIE:

+ HomeHEnaTypHBIX [TOSHLIMIL
0 JIeKapCTEeHHEIX [Ipernaparos - bonee 21700;
o bHomormdeckrx akTHEHBIX gobaeok (BATD) - bonee 15000;
o TmpoMsBopuTenet - bomee 1500;
+ Omicanmii aKTHEHEIX BemecTE - bomee 3000
o Kmanko - @apMakonornuecisii vEasaTels;
+ Hozomormuecrmit vrazaTens;
+ AT cucTeMy EmaccHdMEAITN;
s DapmMaro - TeparneBTHYECKMI VEAZATENE;
+ Hudopmammo nna DomolHHTENEHEIX CEPENCOE:
O ”ﬁﬂﬂl”ﬁﬁ.ﬁ TEEANCTREHHOTO BIAMMOTEACTRME TNETANATOR

~
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Pabora ¢ andaBuTHBIM yKa3aTejieM HAaUMEHOBAHMIA.

Ecnu Bel He yBepeHbl B TOYHOM HAIllMCaHUK TOPTOBOT'O Ha3BaHMS Mperapara, TO BOCIONb3YHTeCh al(aBUTHBIM yKa3aTeJIeM TOPTOBBIX HAMMEHOBAHHI.

IIar 1. Be10op aj1)aBUTHOrO0 yKa3are/si TOProBbIX HAUMEHOBAHUI B IJIABHOM MEHIO

H Buaane. MlekapcTeeHHbIE NPENapaTel U TCBAPEI ANTEYHOMD 3CCOPTUMENTE B Poccun, = a x

Toproesie HAMMEHOBAHUA | AxtmeHble BewecTea  PapmauesTyeckne cpegerea Peectp BAJ Cepewcer Cnipaska

| AndaBUTHBIR YKa3aTe b HAMMEHOBAHWMIA |

MNonck HAMMEHDEAHWA NO COCTABY EapCTBEHHbIe o I Pt e i RN T e
Mouck HAMMEHOBAHWA N NPOUIB0AUTENHD IMEHTA B PGCCHH}‘}.

Knnnnko-Papmakonornyeckni yrazaTens

Hosonorugeckuil yeasatens (MKE-10) TMeHTa B Poccums —

AHatomo-TepanesTudecko-XMMudeckan CnoTema Knaccuguranimn e Bupane, noctaemaenmolt Kak

Yrasarens Qapmako-Tepanestudeckux [pynn

Herounakn JAAHHEBEIX?

+ [ oCcynapcTEeHHEI peecTp NeKapCTEEHHEIX cpeacTe MuHNcTepeTEa 3apae ooxparenms PD;
+ Penepansurii peectp Pocriotpebuanzopa P&
¢ OduumansHo VIEEp:#IeHHEIE HHCTPYEITHE 110 IIPHMeHEeHNED.

((BII,!IH.‘I]:. .JTEIC:I])CTBEB]II:IE OpenapaTekl H TOBAPEI AOTEYHOID ACCOPTHMEHTA B Poccam»
COTEePEHT CaelVHIIHe TaHHbIE:

+ HomenrnarypHBIX ITOIHLIHIL
0 JNeKapCTEeHHEIX IpenapaTok - bomee 21700;
o buomorndeckny akTHEHEIX nobaeok (BAT) - bonee 15000;
o mponseomuTenefi - bomee 1500; e
+ Onmcaduii aKTHEHEIX BEemecTs - bomee 3000 Orepexasr 00mopa.
« Knmmuneo - $apMaronormdeckiii VEa3aTeNs;
Hozomormaecssiil yrEasaTelns;
o ATH cucreMy EnaccH(HEALTHH;
$apmaro - Tepares THYeCEHi YEa3aTels;
Hudopmarmo 10a DoMOIHHTENEHEIX CEPBHCOB: (V)
0 ”mnmma TEEANCTREHHOTO RIANMOTEHCTREM A TNETANATOR

A H O Jd 0T

OTOT yKa3areab OyJeT OTKPHIT MOCE HIeTYKa MBIIIBIO Ha MyHKTE "ToproBeie HauMeHoBaHus", ""AnpaBUTHBIN yKa3aTellb HANMEHOBAHUI" B TTTABHOM MEHIO.



Hlar 2. OTKpbIT aj(aBUTHBINI yKa3aTeJb HAMMEHOBAHUM

Toproesie HIMMEHOEIHWA  AKTWMEHBIE BELLECTEE  PapmaueeTuueckne cpegctea Peectp BAJ Cepeucer Cnpaeka

AndasnTHbI YKa3aTEeNb TOProBbiX HANMEHOBaHWA

[Ipennonoxum, Bac uatepecyror npenapat "Jlazukc". M0oXHO BOCTIOIB30BaThHCS al(aBUTHBIM yKa3aTeleM UM PEKUMOM OBICTPOro MOKCKA Ipenapara 1o
(dparmMeHTy Ha3zBaHus. PackpoiiTe (I1eT490K MBIIIBIO HAa KHOIIKE «+») HY’KHYIO BETBb yKa3aTeJsl.



Iar 3. BoiOpana BeTBb yKa3aTeJs

Toproeble HAMMEHOBAHWA  AKTMBHBIE BelecTea  Papmauestudeckune cpeactea Peectp BAJl  Cepeucel Cnpaeka

MNowuck No HauMeHoBaHWI

- M'2CPANE p-p ofefe eeeaeHwA 50 mrf1 mn: 5 mn amn. 5 wnn 10 wt. PAPMAK (YkpawnHa)

- JIF-BEH kannw o/mpwema eHyTps romeonat.: 30 mn ¢pn. LABORATOIRES LEHNING (PpaHumnA)

- TTH-KAPHATMH POMPAPM p-p ofefe v e/m eeeasHua 200 mrfmn: 5 mn amn. 5 wr. 5.C. ROMPHARM COMPANY (PymMbiHMA)

- JFMAI' Tta6. nfpaccaceeaHua romeon.: 45 wnw 90 wr. LABORATOIRES LEHNING (PpaHumnA)

- JFOMNTHUK POMPAPM kannu rna3veie 0.5%: ¢n-kanensH. 5 mn 1 wr. S.C. ROMPHARM COMPANY (PyMbiHMA)

- JT-PMNH kannw ofnprema BHYTpe roMeonart.: 30 mn ¢n. LABORATOIRES LEHMING (PpaHuma)

--JTABPWM3 kannw rnazHele 1%: pn-kanenesH. 5 mn SUN PHARMACEUTICAL INDUSTRIES (MHowmA)

.. TIABAKOIT nopowok ofnpwroT. p-pa o/npuwema BHyTpb 12 - nak. 15 wr. MOCKOBCKAA PAPMALIEBTHUYECKAA PABPHKA (Poccwun)
.. TIABEHYM rens n/uapyxd. npur. 1000 ME/1 r- ty6w 30 r. 50 r umm 100 r MOMNMNO (Poccwun)

--NMIABUTA Tta6., nokp. mneHo4yHoi o6on_: 30 vk 100 wr. BAINTEHTA PAPMALIEBTHKA (Poccun)

--NIABOMAKC Tta6.. nokp. oGonoukoi, 125 mr:- 3. 4, 6. 8. 10, 12 vunm 20 wr. HMEKPAPM (Poccwn)

- [ABYNH-AB tad., nokp. nneHouHoR oGonoukoi, 600 mr+300 mr: 30 wr. HETERO LABS (MHamA)

- NAOACTEH vaé. 100 mr: 25 v 50 wr. FIEKKO (Poccwun)

-TIAOACTEH va6. 50 mr: 25 mnwm 50 wr. NEKKO (Poccuna)

- NMMAEHHEK p-p ofvHsexw 112 Mr/2 mn: arn. 10 wr. MEOWUUWMHCKARA KOPIMNOPALIMA PAHA (Poccua)

- NA3APAH BEM p-p o/e/e v B/Mm BBeaeHWA 2 Mrfmn: 2 mn wnv 4 mn amn. 5 wr. SIMEN LABORATOTIES (Muomna)

- TIA3SAPAH BM T1a6. 4 mr- 10 wr. SIEMEN LABORATORIES (Mhomn)

- TIASAPAH BM t1a6. 8 Mr: 10 wr. SIEMEN LABORATORIES (MhomnA)

-MIA3EBYH Ta6. nokp. nneHodHoi o6onoqkoi, 300 Mr+150 mr: 60 wt. XMMMKO-PAPMALEBTUHECKMIA KOMEWMHAT AKPMXIMH (Poccus)

JTASKKC ta6. 40 mr: 45 1w 50 wt. SANOF] INDIA (MHowaA)

.. JIA3BOMNBAH p-p ofnpwema BHYTPb U MHran. 7.5 Mrf1 mn: on. 100 Mmn ¢ KanensHULEH, B KOMIMUL. ¢ MepH. cTakaHuumkom CAHOPHM POCCHA (Poc
.. JIA3OMNBAH cwupon 15 Mr/5 M- . 100 Mn v 200 Mn B koM. ¢ MepH. cTakaduukor CAHOPM POCCHMA (Poccwn) 7,

AndaBUTHBIR YKAZATENL TOProBLIX HAMMEHOBAHNH

Jnis mepexoia K OKHY C OIIMCAaHUEM Iperapara JIBaX bl HIETKHUTE MBIIIBIO Ha BEHIOPAHHOM BETBU yKa3aTels.



lar 4. OxHO ¢ onMcaHWeM npenapara
Toproeble HaWMEHOBAHMA  AKTHEHbIE BewlecTea  Dapmauestndeckue cpegetea Peectp BAJL Cepewcer Cnpaska

Onucaume TOproBoro HaMMeHoOBaHMA

o [N] e - @&1

- [M3CPANE p-p o/e/e eBegeHma 50 M1 mn: 5 rmnamn. 51 " n =

-.N-BEH rannw ofnpwema BHYTpe romeonat.: 30 ¢ Haamenopanne: Jlazmnxce™ (Lasix™)

- JHKAPHNTH POMPAPM p-p o/e/e v Bfm BEEOEHMA 201

.. JIFMAI' Ta6. p/paccacuBadWMa romeon.: 45 unu 90

- TTFOMNTHUK POMPAPM karnmm rmazHele 0.5%: .- AxTHEHOE BemecTBO: furosemide

- JT-PIH kannw o/nprema BHYTpe roMeonat.: 30 mn ¢n. Kox ATX: C03CA0L

--MABPW3 kannw rnazHele 1%: qpn-kaneneH. 5 mn SUNP K®T': Tuypernx

- TIABAKOIT nopowok ofnpwroT. p-pa afnpuema Bi Koaer MKE-10 (moxazamna): G93.6, 110, I50.0, I50.1, K74, NO4, N17, N18, T50.9

--NIABEHYM renb ofHapyxH. npyvM. 1U[]U_ME}’1 - 1 Per. momep: IT N014865/02

- JNIABUTA Tta6.. nokp. nneHouyHo® o6on.: 30 mnw Tara perucrpamma: 16.05.08

- NIABOMAKC Tta6.. nokp. o6onouko#, 125 mMr: 3. 4, Bragenen per. yaoer.: SANOFI INDIA (Huans)

- NABYOMH-AB Tad.. nokp. nneHouHoi osonoukoi, 600 ¢ g

-NMAOACTEH va6. 100 Mr: 25 wnw 50 wr. TIEKKO (I

- NMAOACTEH va6. 50 mr: 25 unwm 50 wr. NEKKO (P ., = .

-TAEHHEK p-p a/urexy 112 mr/2 mn: amn. 10 w JEKAPCTBEHHAS ®OPMA, COCTAB H VIIAKOBKA

--NA3APAH BM p-p ofe/e w Bfm BEenersna 2 mr/mn

_MA3APAH BM 12364 M 10 wt. SIEMEN LABOR/ Pacmsop 077 6/6 U /M é6edeH A TTPO3paUHEIR, BeCLIBeTHEI.

-.NMA3APAH BM T1a6. 8 mr- 10 wr. SIEMEN LABOR/

- [MA3ZEBYH Ttad. nokp. nneHo4Hoi oSonodkoi, 300 mr+ 1 man 1 amm.

® MAIMKC pp o/efe v B/m BeepeHwn 20 mrf2 mn: & =

TIASVIKC Ta6. 40 Mr: 45w 50 wr. SANOF! INDIA (MHan e i catdoa

.. JIASOIMNBAH p-p o/npyerma BHYTPb W MHran. 751«

-NMIA3OMNBAH cmpon 15 Mr/5 Mn: on. 100 Mn mnm 2 ,, Benovozamenshble geuyecmad; HATPHUA LIOPH, HATPHA THIPOKCHI, EOOA /M.

EXAE it TR Zed S (v

< >

AndaBuTHBIA YKA3aTEeNk TOProBbiX HANMEHDBaHMI

[Ipenapar "Jlazukc" npeacTaBieH MoApoOHBIM onFicaHUeM. Taknue omucaHus Mo TOPTOBBIMU HA3BaHUSIMU CO3/1aHBI HA OCHOBAHHWH PETHUCTPAIIMOHHOTO
YAOCTOBCPCHUA U O(bI/II_[I/Ia.HBHO yTBep)K,Z[GHHOI\/'I HWHCTPYKIUHU 11O MPUMCHCHUIO MTpCriapaTta U COrjiaCoBaHbl ¢ MCIUITUHCKUMU OTACIIaMHA (bapMaI_[eBTI/I‘-I€CKI/IX
KOMITaHU.

Ecnu BeiOpanubiii Bamu npenapat He uMeeT noApoOHOro onucaHus B CIPABOYHHUKE, TO B TAKUX CIy4asiX MbI IBITAEMCSI 10 BO3MOKHOCTH MPEAOCTaBUTh Bam
00001eHHY 0 HHPOpMaIHIO 00 aKTUBHOM BemecTBe. HamomuHaem Bam 0 ToM, 4TO OnucaHusi akTUBHBIX BEIIECTB MO MEXTYHAPOIHBIMA HAUMEHOBAHUSIMH
MPEJICTaBISIIOT cO00H 00001IAI0NTYI0 HAYYHYIO0 HH(OPMALIUIO U HE MOTYT OBITh UCTIOJIB30BaHBI [T IPUHATHS PEIICHUS O BO3MOXKHOCTH MTPUMEHEHUS
KOHKPETHOI'O JIEKapCTBEHHOTO Mpernapara.



st mpocMoTpa onucaHus mpenapaTta B OTAEIbHOM, Pa3BEPHYTOM Ha BECh AKPaH, OKHE MPUII0KEHUS BOCIOJIb3YHTECh OJTHOUMEHHON KHOMKOW CEpPBUCHOM

MaHeIu B IPAaBOM BEPXHEM YTIIy TEKYIIETO OKHA (IIEeTYOK MBIIIbI0 Ha KHONKE "B okHe" ).

Haiinem npenapar "Jlazukc" B peskxume ObICTPOTO MOKMCKa Mpernapara 1o ¢pparMeHTy HazBaHus. /i 3Toro BBesieM B nosie pparMeHT Ha3BaHUsI, HAIIpUMep,
n n
nasu".

Hlar S. Ilouck npenapara nmo (pparMeHTy HaA3BaAHUS

Toproesie HAMMEHOBAHMA  AKTWMEHBIE BELecTEd  PapmauesTudeckne cpegetea Peectp BAJ Cepeucer Cnpaeka

MNowck No HaMMEHOBAHWHD

AndaBnTHBIA YKasaTenb TOProBblX HAHMEHDBAHWA

J11st 3ammycKka mporeayphl MOMCKA CASTalTe MEeTY0K MBIIIBI0 Ha KHOIKE IMOMCKa .



HlIar 6. Pe3ynbTarhl moncka npenapara no ¢gparmMeHTy Ha3BaHus

Toproesble HAMMEHOBAHWA ~ AKTMBHbIE BewlecTEa  PapmauesTudeckne cpegctea Peectp BAJ Cepewcel Cnpaeka

MNowuck No HauMeEHOBaHWID

HalpeHo TOproesix HaMMeHOBaHWH: 2

Homep
MopmMa BRNyCKa M fara
THCTpaLy
1 Nazwkc p-p o/ele v 8/m BBegeHnA 20 mr2 1 SAMNOF!| INDIA
mn: amn. 10 wr. MNO14865/ (MnpwuA)
16.05.08
Tab. 40 mr- 45 wnm 50 wT. M SANOF! INDIA
MNOT14865/ (MHanA)
01.11.08

[oproeoe
IMEHOEA}

Bnagenewy per.
YAOCTOBEpPEHWA MHCTPYKUMEH

AndaBuTHBIA YKAZATEeNb TOProBbLiX HANMEHOBAHWI

Pe3ynbTaTsl novcka BbAAOTCS B BUAE Tabmuiel. i mepexo/ia K pa3eny ¢ OMMCaHUeM MpernapaTa IBaXabl IEIKHUTE MBIIIbIO HAa BBIOPAHHOH CTPOKE
TaOJIHIIBL.
Jlyist Bo3BpaTa K pe3yibTaTaM MOKMCKa UCTIONb3yiTe KHONKY "Hazan" cepBrUCHOM maHenu B IpaBOM BEPHEM YIITY TEKYIEro OKHA (IETY0K MBIIIbIO Ha KHOTIKE

"Ha?.azl" )



IHouck nmpenapara mo cocraBy (AKTUBHOMY BellleCTBY).

ITouck npenapara BO3MOKEH 110 €T0 COCTaBY (aKTUBHOMY BellecTBY). Eciu Bel He yBepeHbl B TOUHOM HallMCAaHWU Ha3BaHMs aKTUBHOI'O BELIECTBA, TO
BOCIIOJIb3YHTECH aJI(DaBUTHBIM yKa3aTeJIeM aKTUBHBIX BEILIECTB.

Hlar 1. Bei0oop peknMa nmoucka npenapaToB B MaHeJIH MEHIO.

i Bugane. MlekapcTeeqHble NpenapaTel W TOBAPEI aNTEYHOIC accopTiMenTa B Poccun, = O X

Toproesie HAMMEHOEAHWA | AKTMEHBIE BELecTed  DapmauesTndeckue cpeactea  Peectp BAJ  Cepewcel Cnpaska

AndaBUTHBIA yKa3aTens HaUMEHOBAHKMIA

| Mownck Haumenoeanws no cocraey [KapcTBeHHBIE o
Menck HAMMEHDEAHMA N0 NPOU3ECANTEND IMEHTA B POCCHH».
KnuHnko-Dapmakonoriyeckni yKasaTens
Hozonornveckuii ykasarens (MEB-10) THMeHTa B Pocciny —

AHatomo-TepanesTyecko-Xumudeckan CHoTema Knaccndnkaumm HeIx Bunans, noctaeniemoi kak

¥kazatene Qapmako-Tepanestudeckux [pynn

Herounukn JaHHBIX:

+ [ocymapcTeeHHEIR peecTp NeKapCTEeHHEIX cpencTE MHHNCTEpeTEA 2apaEooxpaneHns P&,
s Degepaneurni peectp Pocniotpebuanzopa PP;
+ Odumpranszo yTBep#IeHHbIE HHCTPYELMH TI0 TIPHMEHEHHED .

«BII,'.[:I."I]:. .;IEREPL‘,TBE]]]II’:IE OpenapaTekl H TOBEAPEI AOTESHOID acCOPTHMEHTA B Poccam»
COTEP:EHT CIeIVIINHEe JTaHHbBIE:

+ HoMmeHEIaTypHEIX MOZHLIGEA:

NeEapCcTEEHHEIX IpenapaTor - bomee 21700;
buonoriecknx aKTHBHBIX nobasok (BAJT) - Gomee 15000;
o mpousBonuTensi - bomee 1500;

Q

]

K APIHOIOT

Kapeuna®
» Ormcanmil aKTHEHEIX BemecTE - bomes 3000 OnepexcaeT sonmin0, Mekner

« Knupmeo - ©@apyaromoriecknii vEazaTens;

s Hosonornuecruii yrasarens;

+ ATX cucremy knaccudHEaITHm;

o Dapmaro - TepaneETHHECEMIT VEAZATENE;

s Hudopmarro 1ma DoNONHUTENEHEIX CEPEHCOE! W
0 ﬂnnn FNEA TPEANCTREHHOTO BiaMMOTEHCTENE TNEMaNATOR

OTOT yKa3aTenab OyIeT OTKPBIT MOCye HIeTYKa MBIIIbI0 Ha MyHKTe "Toproseie HauMeHoBaHus", "TIOMCK MO aKTUBHOMY BEIIECTBY'" B MAHENIN MEHIO.



Hlar 2. OTkpbIT aj(paBUTHBIN yKa3aTeJb AKTUBHBIX BEelIeCTB.

Toproewie HaWMeHOEAHWA  AKTMEHBIE BElwecTEa  PapmauesTideckne cpegerea Peectp BAJ  Cepewcel Cnpaska

- AMbaBUTHEIA yKa3aTenb aKTHBHLX BewecTe. (Becero: 2445). ol
o [A]
+1B]
[D]
[E]
1 F]
- [G]
[H]
[1]
o [J]
7-[ L]
[M]
[N]
& [P]
[Q]
[R]
[S]
#-[T]
[U]
e [V]
L[X] A

AndaBNTHBI YKas3aTenk aKTHBHBIX BEWECTE

[Ipeanonoxxum, Bac nHTEpPECYIOT aKTHBHBIE BELECTBA, HA3BAHUS KOTOPHIX HAUMHAIOTCS HAa OYKBY "T". MOYKHO BOCTIONB30BaThCs aipaBUTHBIM yKa3aTelieM
WIH PEXUMOM OBICTPOTO IMOUCKA 10 (parMeHTy Ha3BaHHUSL.
Packpoiite (111€71490K MBIIIBIO HA KHOIKE «+») HY>KHYIO BETBb yKa3aTes.



lIar 3. BoiOpana BeTBb yKa3zaTeJs.

Toproesie HaMMeHoBaHUA  AkTWMEHbIE BewectEa  PapmauesTiueckune cpegctea Peectp BAL Cepewcel Cnpaska

MNowck no HassaHwo AB

- tacrolimus / TakponumMyc

.- tadalafil f Tapanadgwun

.. tafamidis meglumine [ TadamMmomc MernoMUH

- tafluprost f Tagnynpoct

.- talazopanb / Tanazonapwe

- tale [ Tanbk

- taliglucerase alfa f Tanwrmouepaza ansdga

.. talinolol f TanMHonon

- tamoxifen f TaMokcudgpeH

-- tamsulosin f TaMcynosuH

.- Tanacetum vulgare flores [ UBe TKM NMXMBI 0BEIKHOBEHHOH
.- tannic acid [ TaHHWH

.- tapentadol { TanenTapon

- tar / meroTe

.. Taraxaci radix cum herba [ kopHw » Tpaea ogyBaHuMKa
--taurine f TaypwH

.. tazobactam [ Tazo6akTam

.. Tea tree oil / yaiiHOro nepeea Macno

.. tedizolid / Tenmzomn

- tegafur [ Teragpyp

--tegaserod [ Teracepon

-- telicoplanin / TeAKkonnaHvH

.- telaprevir / Tenanpeewvp w

AndiaBHTHBIH YKa3aTENb AaKTHBHLIX BELECTB

[Ipenmonoxum, Bac uatepecyrot aktuBHoe BemiecTBO "TOLPERISONE". JIBaXkapl IETKHUTE MBIIITBIO HA BEIOPAHHOW BETBU yKa3aTels.
Pe3ynbTarhl moucka mpenapaTos o ajndaBUTHOMY yKa3aTeNI0 aKTUBHBIX BEIIECTB BHIBOAATCS B BUJE TAOIHIIBL.



Ilar 4. OxHo ¢ pe3yJbTaTaMH MOUCKA NMPENAapaToB M0 aJ(GaBUTHOMY YKa3aTeJII0 AKTUBHbIX BelleCTB.
Peectp BAZ

NMonbop aHanorMuHOTrO Npenapara & of= [[]

TCIFIFEIEI:IE HaWMMEHOEAHHWA AKTHEHBIE BELECTED [D‘EFIMELI,EETW-IECKME CPeEacTEd CEFIEIHCbI CI'IFIEEKE

MNowck No HassaHWK N penapaTa

- THHKIO Ta6., nokp. NNEHOYHORA 0 »
- TMHKIO BHINOBA kanc. 40 mn
- TMHKIO BHINOBA  kanc. 80 mi
- TMIHKIO BIANOBA Ta6., nokp. nnel
- MTAHKITO OBYTIOMACTHOIO 1l

lNpenapart: |FP1HOCPOPT KpeM BarMHansHeIA 2% annnukatop 5

MapameTpu NnoaGopa

® Asto O Moka reropii cooreercTena. | [0 HamT

CnWMcoK aHanorMuHbIX npenapaTtoB:

- TMHKOYM  kanc. 120 mr: 15, 30, 45, T Homep u - =
- TVHKOYM kanc. 40 mr 15, 30,45 1 H:z;zagi PopmMa BLNyCKa nara ;ﬂﬁigeeugsg;' T
-~ TWHKOYM kanc. 80 mr: 30, 60 v ermcrpaum Y p Py

- TMHO-TIEBAPWI cynnozwutog
- TMHO-TIEBAPWIT cynnozwWtof
- TMHO-TIEBAPWIT cynnozwutof
- TMHO-TIEBAPWIT cynnozwutof
- TMHO-TAPOWUPEPOH Ta6. np
- TMIHOKATC kanc. arvHansHee 1
- TMHOC Ta&a6., Nnokp. NNeHOYHOR OE
- TMHOPINOP 3 Ta6. parvHant
| TMHOPOPT kpem BarvHabHbIA 2%: annnukatop 5 r GEDEON RICHTER (Benrpwus) |
- TMOKCHM30H mMazb o/MeciH. v
- TMOKCHU30H mazb ofHapyxH.
- THIOKCKM30H mazb a/HapyxH. npe
- TMOTPHU® ta6.. nokp. nneHor
- TMOTPHU® ta6.. nokp. nneHo
- TMOTPHU® ta6.. nokp. nneHor
- TMOTPU® Ta6.. nokp. nneHor

L L L A F v

£ >

Nogbop aHanormyHoro npenapara

Jliig mepexoia K OKHY ¢ OMMCAaHHUEM IpernapaTa JIBaX bl IIEIKHUTE MBIIIbIO HAa BRIOPAHHOMN CTPOKE TaOIHIIbL.

Haiinem akTrBHOE BEIIECTBO "TONMEPU30H" B pekrMe OBICTPOTO MorcKa 1o pparMeHTy Ha3BaHus. /{51 3TOro BBEAeM B moJie (pparMeHT Ha3BaHUs, HAIIPUMED,

TOJI .



Hlar 5. [louck aKkTUBHOIO BelecTBA MO ()parMeHTy HaA3BAHUS.
Toprosble HAMMEHOBAHWA  AKTHBHBIE BewecTEa  PapmauesTudeckne cpegetea Peectp BAJ  Cepeucel Cnpaska

) HasBaHuo AB

- AndaBATHLIA YKa3aTenb akTHMBHLIX BellecTs. (Becero: 2445). Ca!
m-[A]
-[B]
w1C]
=-[D]
w-[E]
m-[F]
w1G]
5 [H]
- [1]
mE-[Jd]
i [K]
m-[L]
w-[M]
E-[N]
B-[0]
B [P]
w-[Q]
-[R]
& [ S ]
m-[T]
- [U]
wIV]
(W]

AndaBnTHBIA YKa3aTENb AaKTHBHbIX BEWECTE

Jliis 3ammycka nmpoueaypsl IOMCKa CENAalTe MIETYOK MBIIIBIO Ha KHOIIKE TOMCKa .



Iar 6. Pe3yabTaThl NOMCKA AKTUBHOTO BellecTBA MO0 GparMeHTy Ha3BaHUS.
Peectp BAZ

Mowck no Haseanuo npenapata—— HalgeHo TOproebix HauMeHOBaHWH: 29 = [Q

Toproebie HAMMEHOBZHMA  AKTMEHBIE BEWlecTEd  PapMaUeEBTHYECKUE CPEACTER Cepencel  Cnpaeka

| Toproeoe o e H;:?g " Bnaneney per. C

-~ ANgaBUTHLEIA yKa3aTenk Npenag » HauMeHoBaHWe P ny AMCTpaLp YyOoCTOBEpEHWA MHCTpYKLMER

L] -

29 TwH T eM BarnHanbHbIA 27%: I GEDEON RICHTER
IA] odgpop Kp
IB] annnuKkaTop 5r NO015895/C (Benrpwmn)
[B] 18.09.09

0[]
=[]
@-[E]
[X] Mogbop ananorMuHOro npenapara =
0-[3]

lNpenapart: |rIr1HCI¢rC|pT KpeM BarvMHaneHeIA 2% annnmkatop 5 -

M]
] lNMapameTpu NooGopa
- [K] ® Asro (O o kareropuy coorsercrana: [
w-[]
+ [M] Cnucok aHanorvuHelx Nnpenapatos: 63
m-[H] Home by
P
- [O] Toprosoe PopMa BLNMYCKa W gara R e =
w [ HaMMeHOBaHWe rmeTpawy YOOCTOBEpPEeHWA MHCTPYKLUMER
#-[P] 1 BATMCENT Cynn. BarMHansHee 250 mr+150 MM-00133 ®MPH M (Poccun)
=-[C] M 5 umm 10 wr. 071211
@[T] 2 BATMPEPOH |cynnozwutopwm earmu. 50000 NM-00133 ¢®HUPH M (Poccun)
+ [¥1 ME+250 pr+150 par- 5 v 10 wr. | 081211
+ [#] 3 FTAMHOMAKC | cynnozwutopwwm Barmd. 100 nr-ooood EMBIL
H-[X] v rMr+150 mMr: 6 wr. 20.10.10 PHARMACEUTICAL
. akldd (Typuwn) >

NMogbop avanorMyHore npenaparta

Pe3yanaT0M IIOUCKa ABJIACTCSA TaGHI/II_Ia CO CITUCKOM Haﬁ[[eHHbIX AKTHUBHBIX BCIIICCTB. I[J'I}I IOHMCKa IIpeIriapaTa M0 aKTUBHOMY BCUICCTBY JABAXKAbI IICIIKHUTC
MBIIIIbIO HA BEIOPAHHOW CTPOKE TaOIHUIIBI.



lar 7. Pe3yabTaThl NOMCKA Npenapara no aAKTHBHOMY BellleCTBY.
Peectp BAJ

Hangeno AKTMBHBIX BeulecTs. 8 =

TDFIFEIEbIE HaWMEHOBAHWA AKTHBHBIE BELLIECTEE 'I’EFIMELI,EETW-IECKHE CPEACTES |:EF:IEI."ICI:;I |::I'IF:IEEI(E

1-':!»

MNowck no Hassanuo AB

P

M "y
N NE HazsaHwue CE
- AndaBATHLIA yKkazaTens aKkTueHeX BeulecTs. (Becero: 2445). » HOMmCtOBOH RS
m-[A] 1 | TonByTamug tolbutamide
i [B] 2 | TonkanoH tolcapone
+ [C] 3 | Tonuumknart tolciclate
m-[D] 4 TonnepwaoH tolperisone
i P pe
-[E] 5 | TonyaHckuid Bans3am tolu balsam
¥
G- g] 6 TONOKHAHKK 00BIKHOBEHHON NUCTRA Uvae ursi folium
{ H } 7 | TonTepoauH tolterodine
[|] & G B Ha L)
I
+ [J] Hadgeno Toprossix HamMeHosanwin: 19 = == 7l
w (K] -
Homep »
m-[L1 Toproeoe B 3nagene C
CIM Ne P MopMa BeNyCKa aara ! "
[M] HauMeHOBaHWe per. MHCTPYKLWE#R
[N] )ermcTpaum |

a-[0] 1 Kanmupekc pp a/'e/e u B/M Jrn-003a21

[P] eeegexnna 100 06 09.16 @apm®@u

w1Ql Mr+2.5 mr/1 mn: COTEKC
L [R] amMn. 5 wnu 10 {Poccun)

.

: { ? } 2 |Kanmupexc Tab., nokp. nrn-003769

+ U] Tabc MNeHOYHOH 08.08.16 §@apm®up
obonouxkos, 150 COTEKC

wlV] mr: 7, 10, 14, 20, (Poccus)

- ¥ 21, 28, 30, 35,

@[ X] 40_42 50 56 npowas v

AndaBnTHBIA YKazaTenk aKTHEHBIX BEWECTE

Pe3ynbpTaToMm noucka sBisercs TabauIa co CIIUCKOM HalIEHHBIX MpenapatoB. [[ist mepexoaa K OKHY C OMUCaHHEM IMpernapaTa ABaK/bl MIETKHUTE MBIIIBIO Ha
BBIOPAHHOMW CTPOKE TAOIHIIBI.
Jlyst BO3BpaTa K CIUCKY MpernapaToB UCHOJb3yiTe KHONKY "Hazax" cepBrUCHOM maHe M B IPaBOM BEPHEM YIUIy TEKYIIETO OKHA (IIETYOK MBIIIBIO HAa KHOIKE

"Ha?.azl" )



IHouck nmpenapara no Npou3BOAUTENIO.

Ecnu Bbl He yBepeHbI B TOYHOM HaIllMCaHUU Ha3BaHMsI (PUPMBI-IPOU3BOAUTEIS, TO BOCHOIb3YHTEChH ai(paBUTHBIM yKa3aTesleM MPOU3BOJUTENICH MPernapaToB.

Ilar 1. Bei0op aja¢gaBuTHOrO yKa3areisi IPOU3BOAUTE/ICH NPENapaToB B NAHEJIH MEHIO.

H Buaane. flekapcTEEHHBIE NpENapaThl M TCBAPEl ANTEYHOMD 3CCopTUMEHTa B Pocouu, — O x

Topru:usblv.EHauMEHu:uEaHm|A|cruEHb|e5eu.|,ecrEa Dapmayestqeckne cpeactea  Peectp BAJ Cepeucer Cnpaska

AndasuTHBIN ykasaTens HAUMEHOBAHMIA
~
Mouck HaWMMEHDEAHWA NO COCTABY KRPCTBEHHBIE VT

| MNowWck HaMMEHOBEHWA MO NPOWIBECANTENHD |lh'IeHTa B Poccllll}).

Knunnko-Papmakonornyecknil yrkasartent

(B Y O 1R B COR ORI 3

Hosonornyeckwi ykasatens (MKE-10) TiMeHTa B Poccrmy —

Anatomo-TepaneeTnyecko-Xnmudeckan CUCTeMa Knaccngmkanimn HeD Bunane, nocraenaemoi kax

¥razarens Papmaro-TepanesTudeckux [pynn

Herounukn JaHHBIXZ

+ [ocynapcTEeHHEI peecTp MeKapCTEeHHEIX cpencTe MunncTepeTea sgpascoxpanenns P&,
+ Penepaneusrii peectp Pocnotpebuanzopa PP
o Odrrgianeso VIEep#IeHHEIE HECTPYELIMH [0 [IPHMEHEHHED.

({BII,'.{H.T[In. .;IE](H]}I:TBEH]IBIE mpenapaThl H TOBAPHI AaITEYHOID ACCOPTHMEHTA B Poccam»
COTEPERHT CeIVHINHEe TaHHBIE:

+ HomenmnarypHEx rmosHiHii:
0 JNEeKapCTEEeHHEIN [IPEnaparTos - bonee 21700;
bronoryecknx akTHEHEIX nobaeok (BAT) - 6omee 15000;
o TpousBomMTenei - bomee 1500); o
o Ormicannii aKTHEHEIX BEemecTE - bomee 3000 Ompomadr Sacmase RIS
o Knnameo - ©apmakonorigecsii yEasaTens; '

]

K APIHOINIOT

+ Hoszomorirsecsii vrasaTens;

+ ATX cucremy KEnaccH$HEAITII;

DapmaKo - Tepares THIeCKHI YEKa3aTelkb;

HudopMatiiee 0ma DomoMHMTENEHEIX CEPEICOR: (¥ _
(] ”ﬂﬂﬂl"ﬂﬁﬂ NERKatnCTREHHOTD: 'FL'!BHMG]TF‘I‘TTF'T'FLHH THheTanaToR A ¥ i A

OTOT yKa3aTenab OyIeT OTKPBIT Mocye ieyka M0 Ha myHKTe "Toproseie HanmeHoBanuA", "TIOMCK MO TPOU3BOIUTENIO" B TAHETH MEHIO.



Hlar 2. OTKpbIT aj(aBUTHBIN yKa3aTeJb NPOU3BOAUTE/IEH NPenapaTos.

Toproesie HAMMEHDBAHWA  AKTWEHBIE BellecTEa  PapmauesTnyeckne cpeactea Peectp BAJ Cepewcer Cnpaeka

MNowck No HassaHW N por3IB0ONTENA

- AndaBUTHHA yKazaTens npon2eoguteneid. (Becero: 3296) ~
w-[A]

@ [B]
w-[C]
m-[D]
m=-[E]

AndasnT HBIA YKa3aTenk NPORSBOONT enei

[Ipennonoxum, Bac naTepecyioT npenapaTsl, KOTOpbIE IPOU3BOIATCS KOMIIAHUEH, Ha3BaHWE KOTOPOi HaunHaeTcs Ha OykBy "G". M0OKHO BOCIIOJIb30BaThCS
ar(aBUTHBIM yKa3aTeJIeM WIH PEKHUMOM OBICTPOTO MOUCKa 1Mo (hparMeHTy Ha3BaHHUS.
PackpoiiTe (I1e190K MBIIIBIO Ha KHOIIKE «+») HY>KHYIO BETBb yKa3aTels.



lIar 3. BoiOpana BeTBb yKa3aTeJs.

Toproesbie HAMMEHOBAHMA  AKTWMEHBIE BelecTEd  PapmauesTmdeckne cpegetea Peectp BAJ Cepeucer Cnpaeka

MNowck No HazBaHWK NPOM3E0AUTENA

HaipgeHo TOpProBbix HaWMeHOBaHWA: 8

Homep wn

| B [G] Toprema @opMa BHIMYCKa aarta Hubathe & i
IaMMEeHOBaHME per. HHCTPYKLUMEH
--G.AMPHRAY LABORATORIES (Mnowma) |perMcTpaumm | -
-.G.L.LPHARMA GmbH (ABcTpmn) 1 Knungec kpem o/HapyxH. npum.  TM-000516 GEDEON
-- G POHL-BOSKAMP GmbH _Co KG (l'epmaHmna) 2%: annnuKaTopel 3 1 01.03.11 RICHTER [ ]
--GALDERMA S A_ (lLleefuapwua) (Benrpua)
. GALENIKA a.d. (Ceptwun) 2 | NlynangwH Tab. NogLASLIYHLE In-00026s | GEDEON
.. GALENIKA a_d. (Orocnaewn) 100 mxr: 10 unu 20 16.02.11 RICHTER
- GALENIKA CRNA GORA D.0.0. (MepHoropwn) wT. (Benrpna)
- GALPHA LABORATORIES Limited (Mromsn) npouseegeHd
_ GAMBRO DASCO S.p.A. (MTanua) RECIPHARM
. GAMBRO LUNDIA AB (Utanun) KARLSKOGA
..GAN LEE PHARMACEUTICALS (Kutait) (Ilsemn)
..GE HEALTHCARE Lid. (Benuko6putannsa) 3 | Ilynanawmu Tab. NnogLAsLYHbIE nr-o000263 | GEDEON
..GE HEALTHCARE AS (Hopeerwn) 200 mrr: 10 wnwm 20 16.02.11 RICHTER
.. GE HEALTHCARE IRELAND (MpnaHawms) wr. L?E:TBI:;LHU
-.GE PHARMACEUTICALS Ltd. (bonrapwua) i e
..GEDEON RICHTER Plc. (Benrpun) mﬁi?m
gEgEg: 2:23152 Egm[:ﬂ(:;_;_ld Hlgimascy) 4 | IlynangamH Tab. NogLAZLUHKE INn-000265 | GEDEON
i 300 mxr- 10 wnm 20 | 16.02.11 | RICHTER
--GEMA BIOTECH S. A_ (ApreHTHHa) Ry ) FioE P —
. GEMINI EXPORTS (MHomA) AR
.. GEMINI PHARMACEUTICALS Inc. (CLLIA) RECIPHARM
- GEN ILAC VE SAGLIK URUNLERI SANAYI VE TICAI | KARL SKOGA
< R T et > {llsenma) o

AndaBnTHBIH YKa3aTenb NPOM3BOONT ENei

[pennonoxum, Bac nunrepecyror komnanus "GEDEON RICHTER". JIBax /bl IETKHUTE MBIIIBIO HA BEIOPaHHOM BETBU yKa3zarens. Pe3ynpTaTsl norcka
IPEnapaToB Mo aa(paBUTHOMY YKa3aTEII0 IPOU3BOAUTENEH BBIBOAATCS B BUJIE TAOJINLBL.



lar 4. OxHoO ¢ pe3yJbTaTaMH NMOUCKA NPENapaToB.
Mpenapatel  AkTweHbie BellectEa  PapmauesTudeckne cpegctea Peectp BAJ Cepewncer Cnpaska

Hahpneno voproesix HamMeHoBaHuK: 8

Homep »n

B- [G] ~ i Ne e @opmMa BHNyCcKa nara Eapemal pas & 4
MMEHOBaHI YAOCTOBEPEHWA | MHCTPYKLUWER
- G.AMPHRAY LABORATORIES (MHomA) perucTpaLmm
--G.L.PHARMA GmbH (ABcTpwa) 1 |Knunpec Kkpem o/HapyxH. npum.  JMN-000516 GEDEON
-.G.POHL-BOSKAMP GmbH _Co.KG (I'epmanun) 2%: annnukatopet 21 01.03.11 RICHTER L]
--GALDERMA. S A_(llieedLapwna) (Benrpua)
-- GALENIKA a_d. (Ceptwn) 2 |Nynwanguu | Tab. nogbaswudee |JIM-000265 | GEDEON
-. GALENIKA a.d. (Orocnaews) 100 mrr: 10 mnmw 20 | 16.02.11 RICHTER
- GALENIKA CRNA GORA D.0.0. (epHoropma) . (Benrpnna)
--GALPHA LABORATORIES Limited (MHomA) npoM3BefeHO
-.GAMBRO DASCO S_p A (Mtanmsa) RECIPHARM
..GAMBRO LUNDIA AB (Mtanws) KARLSKOGA
..GAN _LEE PHARMACEUTICALS (Kuta#) (Wseuwmn)
.. GE HEALTHCARE Lid. (BenMKo6pWUTaHKA) 3 |Nynanguu | Tab. nogbaswunme | JM-000265 | GEDEON
..GE HEALTHCARE IRELAND (MpnaHown) 200 mxr: 10 v 20 | 16.02.11 RICHTER
-.GE PHARMACEUTICALS Lid_(Bonrapws) U (Benrpun)
npoMa3seneHo
..GEDEON RICHTER Plc. (BeHrpms) EES:T’STC';‘&‘A
.. GEDEON RICHTER POLAND Co. Ltd. (IMonbwa) {illaciopi)
e DE SHIIE EN ROMANIA S Iartig] 4 Nynanguu 1ab. nogbaswunwme | 1M-000265 | GEDEON
--GEMA BIOTECH S. A (ApreHTrHa) 2
300 mkr: 10 unu 20 | 16.02.11 RICHTER
-. GEMINI EXPORTS (Muown) A Phe——"
-. GEMINI PHARMACEUTICALS Inc_ (CLUA) SR T
- GEN ILAC VE SAGLIK URUNLERI SANAYI1 VE TICAI RECIPHARM
-.GENENTECH Inc. (CIUA) v KARLSKOGA
< e > {liBeLmn) o

AndaBnTHBIN YKaZaTenb NPoMSBOONT Enei




TDFIFDEI:IE HaWMMEHOEZHWA

=-[G]
- G.AMPHRAY LABORATORIES (HMhomnA)

.. G.L PHARMA GmbH (ABcTpwa)

.. G.POHL-BOSKAMP GmbH _Co KG (I epmannn)

-- GALDERMA S_A_ (llleeduapwn)

- GALENIKA a_d. (Cep6un)

- GALENIKA a_d. (lOrocnaews)

.. GALENIKA CRNA GORA D.0.0. (MepHoropws)

.- GALPHA LABORATORIES Limited (MuomnA)

-- GAMBRO DASCO S_p A (Mranuna)

- GAMBRO LUNDIA AB (MTanwuna)

- GAN LEE PHARMACEUTICALS (Kutai)

.. GE HEALTHCARE Lid. (BenukoGpuTaHwua)

-. GE HEALTHCARE AS (Hopeerwa)

-- GE HEALTHCARE IRELAND (Mpnanpown)

- GE PHARMACEUTICALS Ltd. (bonrapwmna)

Jl1s mpocMOTpa MOJTHOTO OMUCAHUS Mpenapara ABaK/bl HIEIKHUTE MBIIIBIO HA COOTBETCTBYIOIIECH CTPOKE TaOIUIIBI.

AKTHEHBIE B ELWLECTED

.. GEDEON RICHTER Plc. (BeHrpus)
.. GEDEON RICHTER POLAND Co. Ltd. (IMonbwa)
.. GEDEON RICHTER ROMANIA S A (PyMbiHMA)
.- GEMA BIOTECH S. A_ (ApreHTHHa)

.. GEMINI EXPORTS (Muowmn)

.. GEMINI PHARMACEUTICALS Inc._ (CLIA)

- GEN ILAC VE SAGLIK URUNLERI SANAYI VE TICAI .

AR IR IT /A 0 -~ SR

'I'EFIMELI,EETH‘-IECKHE CPEACTES

Peectp bAJ

Onucanwe npenaparta

Cepencer Cnpaeka

B

Hammenoeamne: JIveangus (Lunaldin) ~

AxTaBHOE BemecTBo: fentanyl

Kog ATX: N02ABO03

K®T': CodcTBeHHO aroHHCT ONHOHIHLIX PENeNTOPOB. AHATBIeTHR

Koasr MKB-10 (moxazamusa): B52.2

Per. momep: JII-000265

Jarta peracrpanmn: 16.02.11

Bnagenen per. vaoct.: GEDEON RICHTER (Benrpusa) npouzeezeno RECIPHARM
KARILSKOGA (Illeenns)

JERKAPCTBEHHAA ©@0OPMA, COCTAB H YIIAKOBEKA

Tabremru nodogzviynsie 1 nan

100 mex

deHTaHIT

10 mT. - bmrcteper (1) mz [IATIBX/An/TI3/6yMara - rmaden KapTOHHEIE.
10 mt. - bmmcteper (2) u3 [TATIBX/An/TI3/6yMara - maden KapTOHHBIE.

< >

AndaBnTHBIH YKa3aTENb NPONSBOONT ENeil

Haiinem kommanuro "GEDEON RICHTER" B pexxnMe ObICTPOro mmoucka 1o (pparMeHTy HasBaHua. JUIg 3TOro BBEIEM B I10JI€ (hparMeHT Ha3BAHUS, HAIIPUME
b b
" n
ged".



Hlar 5. Ilouck mpousBoauTEsI MO (PPArMEHTY HAZBAHUS.
Toproesie HawMmeHoBaHWA  AkTuedbie BelecTea  PapmauesTyeckne cpegerea Peectp BAJ Cepewcel Cnpaeka

Mol No Ha3BaHWH NPOoU3IB0OMTENR

- ANdaBWUTHLIA yKazaTens Nnpow3eoauTensi. (Becero: 3296) A
[ A]
= [B]
[C]
[D]
w[E]
w [F1
w-[G]
w-[H]
m-[1]

4]

i [ K]
[L]

- M]
[N
H-[0]
@[P]
w[Q]
w-[R]
48]
H-[T]
m-[U]
(V]
w[W]
[X]

RV E1

AndaBnTHBIA YKa3zaTenb NpoM3BoOMTenei

J11st 3ammycKa mporeayphl MOUCKA CASTalTe MEeTY0K MBIIIBI0 Ha KHOIKE IMOUCKa .



lIar 6. Pe3yabTarhl NoncKa Npou3BoauTe/Ieil o (pparMeHTy Ha3BaHUS.
Peectp BAS

HaWpeno npou3asoauTenei: 4

TEIFII'DEI:-IE HAWMEHOEAHWA AKTHEHBIE BELLIECTED mEpMELI,EETW-IECKME CPEACTES CEpEMCbI CI'IFIEEKE

Ne Haspanme
1 GEDEOMN RICHTER Ltd. (Benrpua)
2 |GEDEON RICHTER Plc. (Benrpua)
3 |GEDEON RICHTER POLAND Co. Ltd. (Monewa)
4 |GEDECN RICHTER ROMANIA S A, (PyMiIHWA)

AndaBNTHBIH YKa3aTenb NPpoMSBOONT enei

Pe3ynpraToMm moncka siBisieTcst TabIUIIa CO CIMCKOM HalIGHHBIX Ipon3BoauTeNel. [y morcka npenaparoB Mo MPOU3BOANTENIO JBAYKABI HIETKHUTE MBIIIBIO
Ha BBIOPaHHOH CTPOKE TaOJIHUIIBL.



TDF]FEIEbIE HaWMEHCBEAHWNA

{ MO Ha3BaHWK NpoM3IBoONTENA

e [A]
#-[B]
w-[C]
@[D]
@ [E]
=-[F]
- [G]
[H]
- [1]

&-[J]

@ [K]
w[L]

#-[N]
@-[0]
@ [P]
m[Q]
= [R]
w-[S]
B-[T]
-[U]
IV
- [W ]

S T

AKTUBHBIE B EWECTEA

-~ AnNdaBMTHLIA yKazaTenb npomasoanTenei. (Becero: | »

Peectp BAJ

e

Toproeoe
HauMeHOBaHWe

1 KnuHpec

2 | INynangwH

Cepeucel

Hangerno npowzeogurenen: 4

HalpgeHo TOpProEbix HaWMeHOBaHWA: 8

Cnpaska

1 GEDEON RICHTER Lid. (Bexrpua)
2 | GEDEON RICHTER Plc. {Benrpua)
3 |GEDEON RICHTER POLAND Co. Lid. (MNonewa)
4 |GEDEON RICHTER ROMANIA S A. (PyMbIHWA)

MopmMa BIMyCcKa

KpeM A/Hapy:xH. MpuM.

2%: annnueaTopel 5

Tab. NOgLA3LYHEE
100 mrr: 10 mnm 20
T

Tab. NogLA3LIYHLIE

b esce oo 90

AndaBnTHbIR YyKa3aTeNb NpoM3BOaMT Enei

Hazpanme

Ilar 7. Pe3yabTaThl NOMCKA Npenapara 1no npou3BoAHTENI0.
'I’E[CIMELI,EETI."IHECKI."IE CPECTES

Homep w»
Aarta
)ermcTpaumy
nn-oo0s16

01.03.11

Nrn-0002es
16.02.11

JNrn-0002es
16 02 11

Bnapeneyy
per.

GEDEON
RICHTER
(Benrpua)

GEDEON
RICHTER
(Benrpwmna)
NMpPoOMIEefeHO
RECIPHARM
KARLSKOGA
(lleeywn)

GEDEON
BICHIER

MHCTPYKLMEH

PeByHBTaTOM IIOUCKA ABJIACTCA Ta6J'II/II_[a CO CIIMCKOM HaﬁI[GHHBIX pemnaparos. ILJIH Mnepexoa K OKHY € OIMMCAHUCM Mpfrapara ABAKAbI MICIIKHUTC MBIIIIBIO HA

Jliig Bo3BpaTa K CIMCKY IpenapaToB UCIONb3yiTe KHONKY "Ha3zan" cepBucHOl aHenu B IpaBOM BEPHEM YIUIy TEKYILIETO OKHa (IIETYOK MBIIIbIO Ha KHOIIKE

BBIOPAHHOW CTPOKE TaOJIHUIIBI.

"Ha3a;["

)



PaboTa ¢ KIIMHNUKO-(PAPMAKOJIOTHYEeCKUM yKa3aTeJieM.

Ecnu Bl XoTHTE HaliTH npenapathl UM aKTUBHBIE BELIECTBA CO CXOAHBIM ()apMaKOJIOTHYECKUM JIEHCTBUEM BOCIIONb3YyHTECh KIMHUKO-(PapMaKOoIOrHYeCKUM
yKazareJeMm.

Ilar 1. Be10op pexxnMa MOMCKA NPenapaToB 0 KJINHHUKO-(GapMaKoJ0rH4ecKOMY YKa3aTe 110 B IaHeJId MeHI0.

H Buaane. flekapcTEeHHBIE NpENapaTel W TOEAPEl 3NTEYHOTC acCOpTUMeHTa B Pocoum, - a X

Toproeslie HAaHMEHDBAHWA | AktweHble BewlecTea  TapmauesTndeckue cpeactea Peectp BAJ Cepewcer Cnpaska

AndasnTHBIA yKa3aTENE HAMMEHDBAHWA

MNowck HaMMEHOBEHWA NO COCTaBy KachBeHHble
[NoWCK HAaMMEHCEEHKWA NC NPOWIBECANTENHDY lh’leHTa B POCC‘I‘I}}.

| Knunnko-Papmakonorniyecknii ykasaTens |

~

ARV SR RO B O ERTR AT

Hozonornyeckwii ykasatens (MKB-10) TiMenTa B Pocommy —

Anatomo-TepanesTuyecko- XnmMudeckans CUCTEME KNAcCndHKALIMI bIx Bunane, roctaenaemoil kak

¥razarens Papmako-Tepanestudeckux [pynn

Herounnkn JAHHEIX:

+ TocynapcTeenHslil peecTp NeKAPCTBEHHEIX cpencTe MunmcTepeTea snpagooxpadenma Pd;
+ Denepaneurrii peectp PocnioTpebuanzopa PP;
+ Odumansso yTEep#IeHHbIe MHCTPYELIMH 10 TIPHMEHeHHED.

{{BII,.‘.IH.T[In. .;IE]{;I])I:TBE]I]II:IE npemapaTtsbl H TOBAPEI AaITEYHOID ACCOPTHMEHTA B Poccam»
COTeP:kHAT CIeIVHINHe TaHHBIE:

+ HomeHEnaTypHBIX MTOZHMLIMIL

NeKapCTEeHHEBIX [Ipenapatos - bomee 21700,

bromorimyeckx aETHEHEIX nobasok (BAT) - bomee 15000;

npoMsBoOUTeneil - bomee 1500; "

+ Omucanuii akTMBHEX BemecTe - Donee 3000 Onepexaer apomuwo, MenRn

« Knnumeo - ©apmaromorinaecaiil vEazaTens; R

+ Hosomormgecsmii veasarens;

o ATX crctemy EnaccHMEAITIIN;

+ Dapmaro - Teparnes THIECKHIT YEAIATEIE;

+ Hudopmaipzo 0ia DOMONHNTENEHEIX CEPEMCOE: W
0 ”mFlF"ﬂ-F{H IEeEEANCTREHHOT O FL'%HHM(}]TF‘ﬁf‘TRHH ODETANATOR A ¥ S r— i A

o]

]

KA PIHODIOT

]

TOT YKa3aTcCJib JCT OTKPAIT ITIOCJIC MICIITYKA MBIIIIBIO HA ITYHKTC OpPIroBbIC HAMMCHOBAHUA WHHUKO-(papMaKOJIOrMUYeCKUM yKa3aTellb' B IaHeId MEHIO..
D y 6y y "T n, "Kin y "



Hlar 2. OTKpPHIT KIMHUKO-(PAPMAKOJIOTHYECKHI YKa3aTelb.
Toproesie HaWMEHDBaHWA  AkTWEHBIE BELecTEa  Papmauestnyeckue cpegetea Peectp BAL Cepeucer Cnpaeka

Mowck

- KNMHWKO-¢hapMaKonoruieckuid yKkazaTens A
@ [01] ->KAPOMOMNOrMUA. AHIMOMOIruA
@ [02] ->HEBPOMNOIMA. NMCUXHUATPUSA
- [03] >AHANBIETUKU
- [04] ->ITIOKOKOP TUKOMHLIE CPELCTBA (I'KC)
. [05] =NPOTHUBOBOCTANUTENBHLIE CPENCTBA
- [06] >AHTUBAKTEPUANLHBLIE CPENCTBA
. [07] ->MPOTHUBONPOTO30WHBIE CPENCTBA
- [08] ->MPOTUBOINPUEKOBHIE CPENICTBA
- [09] ->NMPOTUBOBMPYCHBIE CPENCTBA
- [10] >MPOTUBOMAPA3MUTAPHLIE CPELNCTBA
- [11] =FACTPO3HTEPONOIMA. FTENATONOIMA
@ [12] ->MYNEMOHONOr A
- [13] =ANNEPronor1a
- [14] -=MMMYHOIMNOIrMA
1. [15] =3HOOKPUHONOIMMA
- [16] >HAPYIWEHWA OEMEHA BEIECTB U SHEPIMM
. [17] ->BMUTAMMHBI. MONMMBUTAMMHBLL. MUKPOSNEMEHTbI
- [18] ->MMTATENbHbLIE CMECW M MPEMNAPATbHI INA NEYEBHOIO MMTAHWA
- [19] ->FEMATONOMAA
.[20] ~TEMOCTA3
. [21] =AHECTE3MOMNOIMA. PEAHHUMATOMOMAA. TPAHC®Y 3MOMNorva
- [22] ->OHKOMNOIrMs
. [23] ->AKYWEPCTBO. TMHEKOMNOIrvA
- [24] ->OTOPUHONAPUHI ONOrMMA v

8 O e O e O O O,

O e O e O

Knunuko-tapMakonori4eckiil ykasaTenb

[Ipennonoxum, Bac nHTEpeCcyIoT «CpeacTBa ¢ MPOTUBOIPUOKOBBIM ACHCTBUEM) JJIs1 MECTHOT'O IPUMEHEHHUSI B THHEKOJIOTHH. MOXHO BOCIIOIB30BaThCS
aJ1(haBUTHBIM yKa3aTeJIeM WK PeXUMOM OblcTporo noucka no K@ koxy.
Packpoiite « AHTHOaKTepHaIbHBIE CPEACTBAY (ILETUOK MBIIIBIO HA KHOMKE «1»), 1anee « AHTUOMOTHKH TPyl MAaKPOJIUIOB» U BEIOEPHUTE «UIsI CHCTEMHOTO
IIPUMEHEHHUD.



lIar 3. BeiOpana BeTBb yKa3aTeJs.

Toprosble HAMMEHOBAHWA  AKTWBHEIE BelecTEa  PapmauesTudeckne cpegerea Peectp BAJ  Cepeucer Cnpaska

Mowek no KO koay

=- [06] ->AHTWMBAKTEPWANBLHLIE CPENCTBA &
- [06.01] >AHTMEMOTHUKM MPYNIMB NEHWULANIMHE

- [06.02] ->AHTHMGUOTHUKM NPYNNE LEedanocnopUHoB

-[06.03] ->AHTUEHMOTHKW IPYMNMbL MOHOGAKTaMOoB

i~ [06.04] ->AHTMEMOTHKM rPYNMNE KapGaneHeMoB

71 [06.05] ->AHTMEMOTHKIA MPYTMLE MUHOIMMKO3WUA0E

- [06.06] ->AHTMEMOTHUKM NPYNNE TETpaUMKNIMHa

- [06.07] >AHTUMEMOTHKW MPYNNL Makponuooe

-[06.[]?.(]1] —>[NA CUCTEMHON0 NPUMEHEHWA

..... [06.07.02] ->anA HApYXHOMo NpUMeHeHMA

I [06.07.03] ->AnA MecTHOro NpUMeHEHWA

- [06.08] ->AHTMEMOTUKM FPYNIE PUhaMMLMHE

- [06.09] ->AHTHMEMOTHMKKM INPYNNE AMHKOZaMUO0B

-[06.10] ->AHTUEHMOTHKM IPYNMNLI XNOpaMdeHWKona

[06.11] ->AHTMEMOTHUKHM IPYNNB NONWMNENTAO0E

- [06.12] ->AHTUEMOTHKM rPYML MOMMMUKCHMHA

- [06.13] ->AHTMGMOTHKM MPYNNB NPOWZE0OHLI AMUHOCANMLUMNOBOA KMCNOTH
- [06.14] ->AHTMGHMOTHUKW IPYNNBL NPOUM2B0OHBLIX GOCHOHOBOH KMCNOTH
- [06.15] ->AHTUEMOTHUKM pasHLIX rpynn

- [06.16] ->IMpomzBonHEe CyNbpaHunaMmna

- [06.17] ->INpownzeonHEe XMHONOHA

- [06.18] ->OxcazonvMoMHOHE

- [06.19] ->lNpow=eogHLIe B-OKCMXMHONMHA

- [06.20] —>lNpomzBonHLIe HATpOgYpaHa

+ [06.21] ->NponzBonoHOe XMHOKCANWMHA

Knuunko-hapHakonormyeckni yKkasaTent

Jlns 3amycka mpoueaypsl OMCKa MpenapaToB M aKTUBHBIX BEIIECTB ABAXK/IbI IIEIKHUTE MBIIIbIO Ha BHIOPAHHOM BETBH yKa3aTeJsl.



Ilar 4. HaiinenHble npenaparbl 1 aKTUBHbIE BellleCTBA.
Peectp BAZ

HaingeHo akTuBHBIX BeulecTs: 8

TDFIFDEbIE HaNMMEHOBEIHKWA AKTHEHBIE BELLIECTED 'I'EFIMELI,EBTW—IECKHE CpEnCTED CEFIBHCI:I CI'IFIEBKE

Mowck no KO koay

[[]E] =AHTUBAKTEPHUAIBEHBIE CPEOCTBA

- [06.01] ->AHTHEMOTHKK NPYNINE NEHWULMMWMHE

- [06.02] >AHTUGEMOTHKA MPYNNb LedhanocrnopuHoB
[06.03] >AHTUEMOTHKK rPYNNE MOHOGaAKTaAMOB

i [06.04] ->AHTUEMOTHUKKM rpyNNkl KapGaneHeMoe

- [06.05] ->AHTUEMOTHUKKA FPYMNLE 8MMHOMMWKOZMO0E

[06.06] ->AHTUEMOTHUKK rpPYNNL TETpaLWMKNMHa

[[lﬁ_[]?] ->AHTUGMOTHUKW NPYNNBE MAaKpONWOOE

=

Hazpanue

ASUTPOMILIMH
AKOSAMMLIMH
KINAPHTPOMKLIMH
MMOEKAMWMLIMH
ONEAHOOMWLIMH
POKCUTPOMMLLMH
CI'IMF*AMMLIMH

0 |~ || [ R R =

[[]B 07.02] ->nnA HapyXxHOro NpMMeHeHWA
: . [06.07.03] ->Ans MecTHOro NPUMEHEHWA
[06.08] ->AHTUEMOTHUKK rPYNNBE pUdaMULMHa
|- [06.09] ->AHTUEMOTHUKK NPYNNBE NMHKO3aMWO0B
- [06.10] ->AHTHEMOTHUKM FPYTINE XNOpaMpeHUKoNa
i [06.11] ->AHTHEMOTUKKA NPYNNE NONMNENTAOOE
- [06.12] ->AHTMEMOTHKK rPYNINE NONMMMAKCHMHE
- [06.13] ->AHTUGMOTHKW FPYNNbL NPOM2BOAHBIX aMWHOC
- [06.14] ->AHTUEMOTHKW FPYNNbL NPOU2BOOHBIX dOCdHOt
i- [06.15] ->AHTUEMOTUKK pa3HeIX rpynn
|- [06.16] ->NpomzroOHEE CcyNbpaHUNaMuaa
@ [06.17] ->IMponzBonHEEe XMHONOHA
- [06.18] ->OxcazonMaMHOHB
- [06.19] ->lNpovasoanbie 8-okcuxmHonuHa
- [06.20] >I'Ipuu3|3t}m—|ue HWUTpOdYypaHa

Hahpeno toproesix HammeHoeaHui: 213

Toproeoe

HanMeHOBaHWEe (Dopnﬂ Briftycra

ASUTPOMMLIMH
ABEKCHMMA

Tab_, nokp.
NNEHOYHOR
obonoukoi, 125 mr: 3
Mnu 6 w.
AINTPOMMLLIMH
ABEKCHMA

Tab., NoKp.
NNEHOYHOR
obonoukon, 250 mr: 3
wnK B wT.

ASMTPOMMLLMH
ABEKCHMMA

Tab., nokp.
NNEHOYHOR
obonoukoi, 500 mr: 3

MexgyHapogHoe
HenaTeHTOBaHHOe Ha3BaHWe

AZITHROMYCIN
JOSAMYCIN
CLARITHROMYCIN
MIDECAMYCIN
OLEANDOMYCIN
ROXITHROMYCIN
SPIRAMYCIN

i MHCTPYKLMER

1M-00 VPBATCKAN
11.12. X®3 (Poccus) O

NN-00 MPBMTCKKWIA
11.12.| XD3 (Poccur)

Nr-00 MPBUTCKIAI
11.12.| X3 (PoccwuA)

Knnhnko-dhapMaKonormyeckni yKkasarens

ILJIH MMPOCMOTpPa MOJTHOT'O OMMHUCAHUA NpcliapaTa ABAXKAbI HICJIKHHUTC MBIIIBIO HA COOTBGTCTByIOH.[GfI CTPOKC Ta6JII/II_H>I npemnaparTosB.
HJ’IH IIPOCMOTpPA OIMKMCAHUA aKTUBHOI'O BEICCTBA ABAXK/bI ICJIKHUTC MBIIIIBIO HA COOTBCTCTBYI-OHleﬁ CTpPOKE Ta6J'II/IHBI AKTHUBHBIX BEHICCTB.

CnenyeT HUMETH B BUAY, YTO B OTACJIBHBIX CIydasX MOTYT OTCYTCTBOBATh MPE€HapaThbl UJIM aKTUBHBIC BEIICCTBA, CBA3AaHHBIC C HaHHOﬁ BETKOM yKa3aTeCJIA.

Haiinem npenapartsl / akTHBHBIC BEIIECTBa B peskuMe ObIcTporo roucka mo K® komxy. Jlis aToro BBeieM B mose ¢pparMeHT koja, Hampumep, "23.03".



lar 5. Ilouck npenapaToB / akTUBHBIX BenlecTB 10 ¢pparmenty K® koaa.

Mpenapatel  AkTweHbie Bewiectea  PapmauesTiueckme cpegetea Peectp BAJ Cepewcer Cnpaska

Mowck no KO koay

- KNMMHMKO-thbapMaKonormyeckMid yKkasartens ~
- [01] ->KAPOMOMNOIMUA. AHTUOMNOruA

- [02] ->HEBPOMNOIMA. MCUXUATPUA

- [03] >AHAMNBIETUKA

- [04] -=>ITIHKOKOP TUKOMIHLIE CPENCTBA (FKC)

- [05] >NMPOTUBOBOCTIANUTENBHBIE CPELOCTBA

- [06] >AHTUEAKTEPMAINBbHLIE CPENCTBA

- [07] ->MPOTHUBONPOTO30MHLIE CPEOCTBA

- [08] =TNPOTUBOIPUGKOBbLIE CPENICTBA

- [09] >NMPOTUBOBUPYCHBIE CPENICTBA

7-[10] =NPOTUBOIMNAPA3MTAPHLIE CPENCTBA

- [11] >FTACTPO3HTEPOMNOMUA. TEMATOMNOINAA

@- [12] =MYNbMOHOMOrMA

- [13] =~ANMNEPronornaA

- [14] =MMMYHOINOIMA

-[15] ->2HOOKPUHOINOIMMA

- [16] >HAPYWEHWA OBMEHA BEWECTB W 3HEPTUA

- [17] >BUTAMMHDBL. MONMUBUTAMMHBLL. MUKPOSMNEMEHTH

- [18] MM TATENLHLIE CMECW U NMPENAPATH NA NEYEGHOMO NMTAHUA
- [19] >FEMATONOrMA

- [20] ->ITEMOCTA3

- [21] >AHECTE3UWONOIrMUA. PEAHUMATOMNOMMA. TPAHCPY3UOMNOIrmA

- [22] ->OHKOMNOIMA

- [23] >AKYWEPCTBO. TMHEKOMNOIAA

- [24] -0 TOPHUHOMAPUHIOMNOIvA 5

Knuunko-dapMakonormyeckni yKkasaTent

J11st 3ammycKa mporeayphl MOUCKA CAETalTe MEeTY0K MBIIIBI0 Ha KHOIKE IMTOMCKa .



Iar 6. Pe3yabTaThl IOMCKA NMpenapaToB / akTUBHBIX BellecTB Mo pparmenty K® kona.
AkTuBHbIE BEwecTEa  TapmauesTudeckune cpeactea Peectp BAJ Cepewcar Cnpaska

HaineHo akTMBHLIX BelecTB: 26

TEIF]FEIEbIE HaUMMEHOBEAHWA

MexayHapoaxoe
HenaTeHTOBaHHOe Ha3BaHWe

%

Hazpanme

- KNWHWKO-(hbapMaKonorMyeckMi ykasaTtenhb ~

- [01] ->KAPAMOMNOrMA. AHTMONorA 1 |AMWUHWTPO300 AMINITROZOLE

+1. [02] =HEBPOINOIMA. NCUXUATPUA 2 |ALIETAPCON ACETARSOL

+. [03] >AHANBIETUKA 3 |BEH3AMNKOHWA XNOPWI BENZALKONIUM CHLORIDE

- [04] >ITIHOKOKOPTUKOMAHLIE CPENCTBA (TKC) 4 |BYTOKOHA3OMN BUTOCONAZOLE

+- [05] ->MPOTUBOBOCMANMUTENbHLIE CPEACTBA 5 | FEKCAMWIMH HEXAMIDINE

- [06] ->AHTUBAKTEPUAIBHBIE CPENCTBA

[07] =MPOTHUBOMNPOTO30WHLIE CPENCTBA 2 ﬂ;ﬁ;ﬁ;gzon :;?QCEES‘EOLE

7 [08] -=MPOTHUBOINPUEKOBLIE CPENCTBA L = v

+ [09] -=MPOTHUBOBHWUPYCHBLIE CPENCTBA
+- [10] =TNPOTUBONAPA3SMTAPHBLIE CPELNCTBA
-[11] -=T'ACTPOSHTEPOINOIMA. TENATONOIMA

HaipgeHo Toproseix HauMeHosaHuin: 330 i

S

& [12] =IMYNbMOHONOIMA Toproeoe Bnapeney C
1+ [13] =ANNEPFONOrMA N |aumenosanue ~POPMA Brinycka m:'m per. MHCTpYKuUME#
@ [14] =MMMYHOIMOIrMA OCE sas
1 =15= >3HOOKPUHONOMS 1 AxeazaH p-p &/MecTH. U HapyxH. P MOOHBIE
B |
4+ [16] ->HAPYIIEHWSA OBMEHA BEWECTB U SHEPTUM gg“M”ﬁ 1%’8'&"%% :’; g? 230[ ;ﬁ:&lﬁ;ﬂ? O
- [17] -=BUTAMUHBL. MONMBUTAMWHBL. MMKPOSNEMEH it : | (Poccus)
7 [18] ->MUTATENLHLIE CMECWU W NMPENAPATHI INA NE
: {19} il 2 |Angapa KpeM a/HapyxH. nrn-oc MEDA
npuM. 2%: nax. 250 28.03.(llleeuwn)
E [20] ->TEMOCTA3 Mr 12 wr. NpoM3BefeH0
4. [21] ->AHECTE3MOMNOIMA. PEAHUMATOIONMMA. TPAH aM HEALTH
e PO O vll3 | Amagen pp mectn npua. P
0.15%: don. 100 mn wnm | NOO17¢ DAPMCTAHIAF [ v
b

Hnunnko-¢a pMakonormyecknil yKkasaTens

IL]IH HpOCMOTpa IIOJIHOT'O OIIMCAaHUA HpenapaTa JABAX/bI ICJIKHUTC MBIIIIBKO HA COOTBQTCTByIOH.IGfI CTpOKe Ta6JII/II_H>I HpenapaTOB.
JIyst mpocMOTpa ONUCaHUsl aKTUBHOTO BEIECTBA JBAXKIBI IMETKHUTE MBIIIHIO Ha COOTBETCTBYIOIICH CTPOKE TaOIUIbI AKTUBHBIX BEIIECTB.
Jlnst Bo3BpaTa K CIIMCKY MpernapaToB/aKTUBHBIX BEIIECTB HCIONIb3YyiTe KHONKY "Ha3zan" cepBUCHOI maHeIu B IPaBOM BEpHEM YTy TEKYILIEro OKHa (IIeT40K
MBIIIBIO Ha KHoIKe "Hazan"



Pa6oTa ¢ HO30J10rHYeCKMM yKa3aTeJIeM.

Ecnu Bl xoTHTe MOCMOTpPETH IpenapaThl, IpUMEHsIEMbIE IS JICUSHHS ONPEeTICHHOTO 3a00IeBaHNUs, BOCTIONB3YyHTECh TOMCKOM IT0 HO30JIOTHYECKOMY
yKazaTelno. YKa3aTelb COCTaBIeH Ha OCHOBE MeXayHapoIHOH Kiaccuukauu 0oe3Hel u mpo0ieM, CBSI3aHHBIX CO 3JJ0POBbeM - AecaThlid nepecmotp (MKb-
10), BO3 1995.

Iar 1. Bei0op pexxuMa moucKa npenapaToB M0 HO30JJ0THYEeCKOMY YKa3aTeJl0 B MaHeJIH MEHI0.

i Buaane. flekapcTeeHHble NpenapaTel W TOBAPEI ANTEYHOMD 3CCOPTUMERTA B Poccun, — O x

Toproesie HaMMEHDEAHWA | AxtweHble BelecTea Papmauestuyeckne cpegcTea Peectp BAL Cepewcer Cnpaeka

AndasnTHBIA yKazaTens HAMMEHOBAHKIA
~

Monck HAMMEHDEAHWA NO COCTABY Kap{:TBEHHbIe LB ) G B S ) b
Monck HAMMEHDEAHWA N NPOUIE0AUTENHD IMEHTA B PGCCHH».

Knunnko-Papmakonorndecknii ykasatens

Hozonornyeckni yrazatens (MKB-10) |TH.M&HTa e Poccuiy —

Anatomo-TepanesTudecko- XMMUYECKan CUCTEMA KNACCUBUKaLMK Herx Bupans, mocTaenaemMort Kkax

Yrazarens Papmako- TepanesTudeckux [pynn

Herounakn JAAHHEBEIX?

« [ocynapcTeenHEIl peecTp TeKapcTEEHHEIX cpencTe MunMcTepeTEa 3opaeooxpanenna P&,
+ Penepaneusrii peectp Pocniotpebuansopa PP,
s OdrimansHo VIE epi#IeHHBIE MHCTPYELIMH 10 IPUMEHEHHED.

«BE,I[E.TI]:. .;IEK:IPCTBE]I]II:IE OpenapaTbl H TOBAPEI AOTEYMHOID ACCOPTHMEHRTA B Poccum»
COOep:EHT ClelyHIIHe TaHHbIE:

» HomenrnaTypHBIX TTOSHLEHIT
0 JNEeKapCTEEHHEIX Mpenapator - bomee 21700;
o buonorudecknx aKTMBHBIX qobasok (BAT) - bomee 15000);
0 MpOHM3BEOOHTENE - bomee 1500;

s Ormmcanuii aKTHEHEIX Bemects - bomee 3000

Knuamro - @apmaronorngeckiil vEasaTens;

Hozomoruuecrasii yrazatens;

o ATX cocreMy EnaccHOMEALI;

Dapmaro - Tepanes THYeCKHil VEAZATENE;

Hudopmarmio nia oMoMHUTENEHEN CEPEHCOR: W

0 I_I—m'FIF‘ﬁRH IEEANCTREEHHOTD BIAMMOTeACTEMS TNeTanaToR:

KAPITHOJIDOT

Kaacuna®
Onapescact 2aomauwn, Mawaor




HIar 2. OTKPBHIT HO30JIOTUYECKUH YKAa3aTeJIb.
Toproeble HaWMEHOBaHWA  AkTuBHbIE BewecTea  PapmauesTndeckne cpegetea Peectp BAJ Cepeucel Cnpaeka

- MexoyHaponHana cTaTUCTHYEeCKan KnaccHgWKaLmMA 6one3Hed

+ KIACC |. HEKOTOPBIE MHPEKLIMOHHBLIE U NAPASHATAPHBIE BOTNE3HW (ADD-B99)

+ KIACC Il. HOBOOBPA30OBAHWMAH (C00-D48)

w- KIMACC 1. BONME3HWU KPOBW, KPOBETBOPHbBIX OPFAHOB U OTIAENbHLIE HAPYIIEHWUA, BOBNEKARIUME MMMYHHbBIA MEXAHW3M (D50-D89)
& KMACC IV. BONE3HU 3HOOKPHMHHOWM CUCTEMBI. PACCTPOWMCTBA NMMTAHWA M HAPYIWIEHWMA OEMEHA BEUECTB (E00-E90)

- KMACC V. MCUXUYECKUE PACCTPOWCTBA M PACCTPOWMCTBA NOBEOEHWA (FO0-F99)

+ KIMNACC V1. BONE3HWU HEPBHOW CUCTEMDI (GD0-G99)

+ KINACC Vil. BOINE3HA ITIA3A U ET0 NPHUOATOYHOIO AIMMAPATA (HO0O-H59)

- KNMACC VIII. BONME3HW ¥YXA M COCLIEBMOHOIO OTPOCTKA (HE0-HI95)

- KIMACC IX. BOINE3HA CUCTEMbB KPOBOOEBPAILEHWMA (100-199)

-KIMACC X. BONE3HW OPIrAHOB ObIXAHWMA (J00-J99)

-KIMACC XI. BONE3HW OPTAHOB MNUWILEBAPEHWA (KO0-K93)

- KNMACC XII. BONE3HW KOX W MNOOKOXHOW KNETYATKM (L00-199)

- KIMACC XIIl. BONE3HA KOCTHO-MBIWEYHOWM CUCTEMB M COEOMHWUTENBEHOW TKAHKM (M00-M99)

- KIACC XIV. BONE3HWA MOYETONOBOW CUCTEMBI (NOO-N99)

- KNMACC XV. BEPEMEHHOCTb. PONL M MOCNEPOOOBOW NEPUOL (000-099)

- KMACC XVI. OTAENbLHLIE COCTOAHWUA. BO3HUKAIWWME B NEPUHATANBLHOM NEPUOLE (P00-P96)

+ KINACC XVIl. BPOXINEHHBIE AHOMAITMK [MOPOKK PASBHUTHA]. IE®OPMALIMA M XPOMOCOMHBIE HAPYLLIEHWA (Q00-Q99)

+ KIACC XVIiil. CUMINTOMBI, NPHU3HAKW M OTKITOHEHMA OT HOPMBbBI. BBIABINEHHBIE MNP KNIAHUYECKX M NABOPATOPHbLIX MCCINENOBAHMA]
- KIMACC XIX. TPABMbI, OTPABNEHWA U HEKOTOPLIE IIPYTWUE MOCNENCTBUA BO3OEMCTBUA BHELWHWX NPUYMH (S00-T98)

- KMACC XXII. KOAB! [INA OCOELIX LIEMEW (U00-U89)

- KNMACC XX. BHEWHWE NPHUYMUHLI 3AGONEBAEMOCTHU U CMEPTHOCTM (VO01-Y98)

- KNMACC XX1. PAKTOPbDI, BIMTMAIILME HA COCTOAHWE 3[10POBLA M OBPALIEHWA B YUYPEXIEHWUA 3NPABOOXPAHEHMA (Z00-Z299)

Hozonormuecknil ykasatens (MKB-10)

[Ipennonoxum, Bac nHTEpECYIOT Npenaparsl, MPUMEHsIEMbIC TTPH JICYCHUN ICCEHIIMATLHOM TUNepTEeH3UN. MOXKHO BOCTIONB30BAThHCS all(DaBUTHBIM yKa3aTelleM
WM pexxuMoM ObicTporo norcka mo MKb kony.
Packpoiite (1em4ok MBIIIBIO Ha KHOMIKE «+») mocnenoBatenbHo «Kimace IX. Bone3nu cucremsl kpoBooOpaiieHus», «bolie3Hu, XapakTepu3yoIHecs
MTOBBIIICHHBIM KPOBSIHBIM JJaBJICHUEM», « DCCEHIMAIbHAs [[IEPBUYHAS | TUIIEPTEH3US.



lar 3. BoiOpana BeTBb yKa3aTeJs.

Toproesie HaMMEHDEaHWA  AkTWEHBIE BELecTEa  Papmauestyeckue cpegctea Peectp BAL Cepeucel Cnpaeka

Mowck no kogy MKB-10

-~ MexoyHapoaoHana cTaTMCTHYECKaA KNaccHdgWKaLUmMa Gone3Her ~
+ KMACC |. HEKOTOPBIE MHPEKLUMOHHBIE M NAPASHUTAPHBIE BONE3HA (A00-B99)

KIMACC ll. HOBOOBPA30BAHWA (CD0-D48)

- KIMACC lll. BONE3HW KPOBWU. KPOBETBOPHbIX OPTAHOB WM OTOENBLHLIE HAPYUEHWUA. BOBNEKAKIME MMMYHHBIA MEXAHU3M (D50-D89
- KIMACC IV. BONE3HW 3HOAOKPUHHOW CUCTEMbI. PACCTPOWCTBA NMNMTAHWA U HAPYLLEHWA OBMEHA BEILECTB (E00-E90)

+ KIMACC V. NCHUXMYECKME PACCTPOMCTBA M PACCTPOMCTBA NOBEOEHWMA (FO0-F99)

KIMACC VI. BOINE3HW HEPBHOW CHUCTEMbI (G00-G99)

5 KIMACC VI BONE3HW IMA3A U ETO NPUIOATOYHOIO AMNTAPATA (HO0-H59)

= KIMACC VIIl. BONE32HW ¥XA M COCLIEBMIHOINO OTPOCTKA (H60-H95)

= KMACC IX. BONE3HW CUCTEMbBI KPOBOOEPAILIEHWA (100-199)

i- OcTpan peBMaTHMUecKan nuxopanka (100-102)

- XpoHWUYEeCKME peBMaTHJYecKMe GONe3HW cepaua

- boneznw, xapakTepu3yMECA NOBLILEHHBIM KPOBAHLIM naeneHwem (110-115)

% [110] >3ccenupmansbHan [nepBuuHan] runepreH3vua
-[IM1] =lvnepTex3uBHan Gone3Hb cepaua [runep dHMueckan GonesHs ¢ npevMyllec TEeHHbLIM NopaxeHueM cepaual

-[N2] =IvneprexzuBHan [rMNepToHMUecKan] 60Me3Hb C NPpeUMyLlec TEEHHBIM NOpaxXeHHUeM Nodek

-[13] =>IvnepTexzuBHan [rMNepToHMUecKan] 60Ne3Hb C NPEMMYIlECTEEHHBIM NOpaxeHWeM cepala W Nnodek

- [I5] =BropuuHana rMnepTeH3mMA

- Mmermuueckan 6oneans cepaua (120-125)

5. MerouHoe ceple W HApYWEHWA NErOYHOr0 KpoBooGpaneHun (126-128)

- lpyrve Gonezuu cepaua (130-152)

w- LlepeGporackynapHee GonezHM (160-169)

- boneann apTepwi. apTeprmon n kanunnapos (170-179)

+ boneznu BeH. NMMpaTUUECKMX COCYN0E U NMMpaTHUUECKMX Y3N0B, He KnaccwdWLMpoBaHHBE B Apyrux pyGpwukax (180-189) o

Hozonornyecknil ykazatens (MKB-10)

Jlns 3amycka mpoueaypsl OMCKa MpenapaToB M aKTUBHBIX BEIIECTB ABAXK/IbI IIEIKHUTE MBIIIbIO Ha BHIOPAHHOM BETBH yKa3aTeJsl.



Ilar 4. HaiinenHble npenaparbl U aKTUBHbIE BellleCTBA.
Peectp BAJ

HaMoeHo akTMBHBIX BelllecTB: 55

TDF]FEIEbIE HaMMEHOBEAHWA AKTWBHbIE EELLIECTEA 'I’EFIMELI,EETI."IHECKI."IE CPERCTES |::EF:IEI."IU:;I CI'IFIEEICE

MexayHapoaxoe
Hazpanue HenaTeHToOBaHHDe
HazBaHWe

AZAMETHONIUM BROMIDE

- MexayHapoaHana cTaTUCTUYECKan KnaccuguKauma 60ne3H A -
KIMACC |. HEKOTOPHE MHPEKLIMOHHBIE W NMAPASTAPH
KIMACC Il. HOBOOEPA30OBAHWA (COD-D48)

ASAMETOHWMA BPOMIML,

KMACC lll. BONE3HWU KPOBW. KPOBETBOPHBIX OPFAHOB ¥ AMITOQMMUH AMLODIPINE
KMACC IV. BONE3HW SHNOKPMHHOW CUCTEMBI. PACCTP! ATEHOINOM ATENOLOL
KMACC V. NCUXUYECKUE PACCTPOWMCTBA M PACCTPOWC BEHIA3OT BENDAZOL

KIMACC VI. BOINE3HW HEPBHOW CUCTEMbI (G00-G99)
KIMNACC VII. BONE3HA IMA3A W EINo NPUOATOYHOI O AIMML
KMACC VIiil. BONE3HA ¥YXA M COCLIEBMOHOIMO OTPOCTKA
=- KMACC IX. BONE3HW CUCTEMbBI KPOBOOBPAILLEHWA (100-1!
+ OcTpan peeMmaTuyeckan nuxopaaka (100-102)

+ XpoHWUecKMe peBMaTHUYecKue GoNe3HM cepaua

- BonezHw, xapakTepuayouMech NOBHEHHEM KPOBAHEIM J

BETAKCONON BETAXOLOL
EWMCOMNMPONOI BISOPROLOL
EOAPLILUHWEA MNOOL CRATAEGUS FRUIT b

R s O S P T S

Hakpaexno ToproBwix HamMeHoBaHuH: 2104 — =

Homep
Toproeoe InageneL C
R MopmMa BLMYCKa | W gata

+ [111] > MnepTeH2MBHAA GoNe3Hb cepaua [rMNepToOHML

+- [112] ->TwnepTensusHan [runepToHMyeckan] 6oneams 1 Axxyzua Tab., Ll nc-0007 PFIZER

+ [113] >l mnepTenamBHanA [FTMNepTOHMUYecKan] GoNe3Hb | nneuoum)r el

- [115] >BropvuHan runepreH3wA Dhncemce 1)
Mrt12.5 mr: 30

+ HMwemmueckan Gonez3He cepaua (120-25)
- NMerounoe cepaue U HapyleHWA NErouYHOro KPOBOOGpany

T

- Ilpyrue 6oneaxm cepaua (130-152) 2 Axxyann Tab., THaE: J(;I?_(;}E??_E EE:iER
- Llepe6poBackynApHee Gonezxu (160-163) ngeuouuntl 20 L )
- boneznw apTepwid, apTepuon n kamwnApoe (170-179) : r+°'_'|1§ ;‘2:_‘ ap

- boneaHW BeH. NMMpaTUYECKHMX COCYAOE M NMMdpaTHUecK ,,

L.

3 Axxyaun 1a6__ooxn 0C-0007 PFIZFR V

£ >

Hosonormueckmit ykasatens (MKB-10)

ILJIH MMPOCMOTpPa MOJTHOT'O OMMHUCAHUA NpcliapaTa ABAXKAbI HICJIKHHUTC MBIIIBIO HA COOTBGTCTByIOH.[GfI CTPOKC Ta6JII/II_H>I npemnaparTosB.
HJ’IH IIPOCMOTpPA OIMKMCAHUA aKTUBHOI'O BEICCTBA ABAXK/bI ICJIKHUTC MBIIIIBIO HA COOTBCTCTBYI-OHleﬁ CTpPOKE Ta6J'II/IHBI AKTHUBHBIX BEHICCTB.

CrnenyeT UMETh B BU]y, YTO B OTJIEIbHBIX CIy4asX MOTYT OTCYTCTBOBATh IIpenapaThl WM aKTUBHbIE BEILIECTBA, CBS3aHHbIE C TAaHHOW BETKOM yKa3aTells.
Haiinem npenapartsl / akTHBHBIE BElIecTBa B peskuMe ObicTporo noucka mo MKb koxy. [[ns aToro BBegem B mosie pparmMeHT koja, Hanpumep, "110".

Hlar 5. Ilouck npenapaToB / akTUBHLIX BeulecTB Mo ¢pparmenty MKDB kony.



Toproesie HAMMEHOEAHWA  AkTWEHBbIE BeLecTea  PapmauesTdeckne cpegctea Peectp BAJ Cepewcel Cnpaska

Mowck no kogy MKB-10

d 1~

- MexayHaponHan cTaTUCTUJECKan KNaccugHMKaLMA GonesHei
- KMACC I. HEKOTOPBLIE MHPEKLIMOHHBIE U MNMAPASHMTAPHBIE GOMNE3HA (A00-B99)
-KIMACC ll. HOBOOBPAZOBAHWMA (C00-D48)
- KMACC lll. BONE3HW KPOBW. KPOBETBOPHbBIX OPFAHOB U OTOENLHLIE HAPYILEHWA. BOBMNEKAILME MMMYHHBIA MEXAHWU3M (D50-D89)
1 KMACC IV. BONE3HW 3HOOKPUHHOW CUCTEMbI. PACCTPOMACTBA NMMTAHWA W HAPYILIEHMA OBMEHA BEIECTB (E00-E90)
- KIMACC V. MCUXWYECKWE PACCTPOWUCTBA UM PACCTPOWMCTBA MOBENEHWA (FO0-F99)
- KMACC VI. BOINE3HWU HEPBHOWM CUCTEMBI (GD0-G99)
= KIMACC VIi. BOMNE3HA IMA3A WU EIN0 NPHUOATOYHOIO AINMMAPATA (HO0-H59)
+ KIMACC V1. BONE3HA ¥XA KU COCLUEBMOHOIO OTPOCTKA (H60-H95)
- KMACC IX. BONME3HU CUCTEMB! KPOBOOEBPAILLEHWA (100-199)
- KIMACC X. BOMNME3HM OPIAHOB NLIXAHMA (J00-J99)
- KIMACC X1. BONE3HA OPTAHOB NUILEBAPEHMA (K00-K93)
KMACC XII. BONE3HW KOXM M NMOOKOXHOW KNETYATKM (L00-L99)
- KIMACC Xlll. BONE3HW KOCTHO-MbLILEYHOW CUCTEMb M COEOMHUTENBHOW TKAHK (M0O0-M99)
- KMACC XIV. GONE3HW MOYETONOBOW CUCTEMbI (ND0-N99)
#- KMACC XV. BEPEMEHHOCTb. PONbl M NOCNEPONOBOW NEPUO (000-099)
- KMACC XV1. OTOENBbHBIE COCTOAHWA. BOZHWUKAKRILME B NEPUHATAINBHOM NEPHWUOLE (PO0-P96)
- KIMACC XVII. BPOXOEHHBIE AHOMAIMA [NMOPOKKW PAZBUTWA]. IE®OPMALIMKA M XPOMOCOMHBIE HAPYLIEHWA (Q00-Q99)
- KMACC XVIIL. CUMIMTOMBI, MPU3HAKK M OTKINOHEHWA OT HOPMBI, BHIABNEHHLIE MPU KMMHUYECKMX U MABOPATOPHBIX MCCNEQOBAHUA]
- KIMACC XIX. TPABMbI. OTPABINEHWA U HEKOTOPLIE OPYTME MOCNENCTBUA BO3AEWCTBUA BHELWHMX NMPUYMH (S00-T98)
- KIMACC XXI1. KObl [INA OCOBbLIX LIEMNEW (U00-U89)
i KIMACC XX. BHEWIHWME NPHUYMUHBI 3ABONEBAEMOCTU M CMEPTHOCTM (V01-Y98)
- KIMACC XXI. PAKTOPbI. BIMMAIIWME HA COCTOAHUE 3N0POBbA U OBPALLEHWA B YYPEXAEHWUA 30PABOOXPAHEHWA (Z00-Z99)

Hozonornyecknil ykazatens (MKB-10)

J11st 3ammycKa mporeayphl MOUCKA CAEIalTe MEeTY0K MBIIIBI0 Ha KHOIKE IMTOMCKa .



HlIar 6. Pe3yabTarhl moucKa npenaparon / akTUBHbIX BewecTs 1o pparmenty MKb kona.

Toproebie HAMMEHOBAHWA  AKTHMEHBIE BELecTEd  PapmauesTdeckne cpegetea Peectp BAJ  Cepencel Cnpaska

Mowck 0 HaWpeHo akTMBHBLIX BEUlecTs: DD

- MexgyHapoaHana cTaTUcTUYecKan KnaccugMKaLma GonesHed Hazeauue HenaTeHTOBaHHOS

- KINACC |. HEKOTOPHE WMHPEKUMOHHBIE W MAPA3SMTAPHDLIE HECIREIHINE

+- KNMACC Il. HOBOOEPA30BAHWA (C00-D48) ASAMETOHWMA BEPOMIL, AZAMETHONIUM BROMIDE
i KMACC Ill. GFONE3HW KPOBW. KPOBETBOPHBLIX OPIFAHOB U O AMNOOWMINMH AMLODIPINE

KINACC IV. BONE3HW SHOOKPUHHOW CUCTEMbI. PACCTPOW ATEHONCN ATENOLOL

2. KMACC V. NMCUXMYECKUE PACCTPOMCTBA M PACCTPOWCTE BEHIA3ON BENDAZOL

KNACC VI. BONE3HX HEPBHOW CUCTEMH (GD0-G99) EETAKCOMNON BETAXOLOL

KINACC Vil. BONE3HA IMA3A U EINO NPUOATOYHOIO AIMNMAP EMCONPONON BISOPROLOL

- KIMACC VIII. BONE3HW ¥XA U COCLIEBMOHOIO OTPOCTKA (H

- KIACC IX. BONE3HA CUCTEMBI KPFOBOOBPAIIIEHMA (100-199] BRI DKL SR SO RS N

KIACC X_ BOINE3HA OPI AHOB NBHXAHMA (Jﬂﬂ-Jggl Haﬁue"() TOProBbIX HavMeHOoBaHmM:- 2104

. KITACC X1. BONE3HW OPFAHOB MMIEBAPEHWA (K00-K93)

i KIMACC XIl. BOME3HM KOXW U MNOAKOXHOWM KNETYATKM (L0 Toproage

+- KINACC XIll. GONE3HA KOCTHO-MBILEYHOM CUCTEMB M COMll ™ Laumenosanuwe | POPMA Beiycxa

+- KIACC XIV. BONE3HU MOYETIONOBOW CUCTEMbI (NO0-N99)

7 KIMACC XV. BEPEMEHHOCTb. POJILI U NMOCNEPONOBOW MNE} 1ab., nokp. Nnc-000 PFIZER

- KMACC XVI. OTAEMNbHBIE COCTOAHMA. BO3HUKAWILME B Il nNNeHouHOMA 07.06.1 (CLUA)

- KIMACC XVIl. BPOXIEHHLIE AHOMAIMM [NOPOKU PAZBUTU o6onoukoi, 10
1 KITACC XVIIl. CUMIMTOMb. MPV3HAKM M OTKIMOHEHMWA OT H b

. KMACC XIX. TPABMbI, OTPABMEHMA M HEKOTOPBIE IPYTUE L

- KMACC XXl KOl [INA OCOBbIX LIEMEM (U00-U89) Tab., noxp. fiC-000) PAIZER
;- KIMACC XX. BHEWHWE MPUHMHBI 3ABONEBAEMOCTM U CME TS U7 08 1 Gty

4 KMACC XXI. PAKTOPHI. BIWSIIOIME HA COCTOSIHUE 3[10PO! :i“fl‘;‘é“:'r'

.

28600k [C.000 PEIZER

Hosonormueckmii ykasatens (MKB-10)

Jist mpocMOTpa MOJIHOTO OTMMCAHUS Mperapara JABaX bl MEIKHUTE MBIIIBIO HA COOTBETCTBYIOIIEH CTPOKE TaOIUIIbI IpenapaToB. [t mpocMOTpa onrcaHus
aKTHUBHOI'O BEILECTBA JBAXK/Ibl IIEJIKHUTE MBILIbIO HA COOTBETCTBYIOLIEH CTPOKE TaOJIMIbl aKTUBHBIX BEIIECTB.



Pabora ¢ ATX yka3aresem.
Jlst moucka mpemnaparoB 1Mo kogam AHaTomo-TepaneBtuyecku-Xumudeckoit (ATX) cucteMbl KaaccuduKaIuyu BOCIONIb3yiTech ykazareneM ATX. Oto
CUCTCMa Knaccmbmcaunn AKTUBHO HUCIIOJIB3YCTCS B (I)apMaKOBKOHOMI/IKe AJIg ydeTa JICKAPCTBCHHBIX CPCACTB, 4 TAKKC MPUMCHIACTCA IIPHU NPOBCACHUN

KIIMHUYECKUX UCCIIEAOBAHUH /IS OIIEHKH COITyTCTBYIOIIEH TEpaIuH.

Hlar 1. Beioop pexxnma noucka npenapatoB nmo ATX yka3zare/iio B naHeJ M MEHIO.

H Buaane. flekapcTEeHHBIE NPENapaTel M TOBAPEI aNTEYHOMD aCCOPTUMEHTa B Poccui, = O x

Toproebie HAMMEHOBAHWA | AxtmeHbie Bewectea PapmauesTnyeckne cpeactea Peectp BAJ Cepeucel Cnpaeka

AngaENTHEIA YKa3aTENL HAWMEHDBAHWNA
~

Mouck HaMMEHDEZHWA NO COCTABY KapCTBEHHbIe P G R ONT T
Mouck HaMMEHDEAHWA MO NPOVIB0AUTENHD IMEHTA B POCCHH}}.

KnnHuko-Papmakonorndecknii yKkasaTens

Hozonornueckwii yrazatene (MKB-10) THMeHTa B Poccimis —

AHaTomo-TepanesTMYEcKo-XMMHUYECKan CHETEME KNaccHrKaLMi 1px Bunans, mocraenaemolt xax

Yrasatens Papmako-Tepanestuyeckux [pynn

Hcrouauen JAHHBIX:

s [ocymapcTeeHHEIN peecTp NeKapCTEeHHBIX cpencTe MunncTepcTEa 3opagooxpadenna PO;
+ Penepansueiit peectp Pocniotpebransopa P&,
o Oduansyo YIEep#IeHHEIE HHCTPYELMH 10 ITPUMEHEHHED.

«BII,‘.'[;I.TI]:-. .;IEK:IPCTBE]]]II’:IE openapaTebl H TOBAPEI ANTEYHOID AaCCOPTHMEeHTA B Poccum»
COTEPEHAT CeIVHINHE TaHHbBIE:

s HomeHrnarypHBIX MOsHLIMIL:
0 JIEEApCTEEHHEBIX MTpenapatos - bomee 21700;
DMonorHYeckNy aKTHEHEIX Jobaeok (BAD) - bomee 15000;
o TpoMzEoaAuTeneit - bomnes 1500; e
+ Omucannii aKTMEHBIX BemecTE - bomee 3000 Ormpemasr ssciase BEERY
+ Kmunmeo - @apmaronorndeckdil yEasaTENb; '
s Hozomormeckmii vrasarens;
+ ATX cucTeMy KTacCHQHEALTNH]
s Dapmako - Tepares THYECKHI VEKAZaTENE;

) : BUHIAIB CIIEHHANHKCT
+ HMubopmarmio qna qonolHHTEIBHBIX CEPBHCOB. W ; , - g
0 ”ﬂ-ﬁﬁf‘ﬂ-ﬁﬂ MEEANCTEEHHOTD BAAMMOTEHCTEMS TNAIanATOR k E‘ I.

(]

KA PIHOITIOT




Hlar 2. OrkpeiT ATX yka3zareib.

Toproesie HAMMEHDEAHWA  AKTMEHBIE BELecTEa  Dapmauestudeckne cpeactea Peectp BAJ Cepeucel  Cnpaeka

- AHATOMO-TeparneBTHYECKO-XMMHUECKan CUCTeMa KacCHudgHKaLmMmM

i [A] >TMmeBapATENLHLA TPAKT M O6MEH BEUIGCTE

[B] -=KpoBeTBOpPEHME M KDOBL

[C] -=CepneuHo-cocynMctan cMcTemMa

[D] =Hepmaronorua

[G] >Mouenonoean cMCTEMa WM NONOBLIE FMOPMOHL

[H] ->NopMoHE AnA cMCcTEMHOro NpMMeHeHMA (MCKMIoYan NONoBHE MOPMOHE M MHCYTMHE)
[J] -=MNMpoTuBOMUKpOGHEIE NpeNapaTH ANA CUMCTEMHOIO NPUMEHEHWA

[L] -=lMpoTuBOoONYXOoneBwe NpenapaTsH U MMMYHOMOOYNATOPH

[M] =KocTHO-MBWEeYHan cucTeMa

[N] >HepeHan cucTema

[P] ->lNpoTvEONapazuTapHLe NpenapaTth, MHCEKTALMAOL M PENenneHTH
[R] =[uxaTensHan cMcTeMa

[S] -»lNpenapaTw ona neyeHun 2aGoneBaHWA OPraHoB YyBCTB

& [V] ->lNpoune npenapat

AHaTomMo-T EpancBTHYECHD - XHMHYECKAA CACTEMa Knaccndmnaqnn

[Ipennonoxum, Bac naTEpecytoT npemnaparsl, cBsizanHbie ¢ kogoM "A02BA03". Packpoiite (IIeT90K MBIIIBIO Ha KHOIKE «+») TOCTIEI0BATEIHbHO BETBU
yKazaress.



lIar 3. BoiOpana BeTBb yKa3aTeJs.
Toproesie HAMMEHDEAHWA  AKTMEHBIE BellecTEa  PapmauesTndeckmne cpeactea Peectp BAJ Cepewcer Cnpaska

-~ AHATOMO-TepaneBTUUYSCKO-XMMHUUECKaA CUCTeMa KnaccudrKaLMM ~
- [A] >MNMueBapUTensHLIA TPAKT M 0GMEH BElEeCTB

- [AD3] -=Npenaparte AnA NneyeHWA (pYHKLMOHaNLHLIX HApyWeHWA co cTopoHbL KKT
- [A04] ->[NpoTHBOpPEOTHEE NpenapaThl

1- [AD1] -=CroMmaTtonornmueckue npenaparthl
[AD2] ->lNpenapaTh. NpUMMEeHAEMBIE NPW COCTOAHWMAX, CBAZAHHBLIX C HAPYIWEHWAMM KMCNOTHOCTH

=- [AD2B] ->lNpoTMEOAZBEHHEE CpencTEaA U NpenapaTy. NPMMeHASMEE NPW racTPpo320dgareansHoM pedgnioKce
& [AD2BA] ->BnokaTops rucTaMMHoBRX H2-peuentopoe

- [AD2BAD1] ->Cimetidine

- [AD2BAD0Z2] ->Ranitidine

- [AD2BAD4] ->Nizatidine

. [AD2BADS] -=Niperotidine

.. [AD2BADB] ->Roxatidine

-. [AD2BAD/] ->Ranitidine bismuth citrate

.. [A02BA08] —=Lafutidine

- [AD2BAS1] ->LiuMeTMOMH B KOMGMHALMM C OPYIWMK NpenapaTamMi

.. [AD2BAL3] ->PaMoTUOMH B KOMGMHAaLMKM C APYTIMMM NpenapaTamMmM

- [A02BB] -=lNpocTarnanovHe

- [A02BC] >MHrM6éuTOpH NpOTOHOBOIO HAacoca

- [A02BD] ->Kom6uHauwmm npenapaToe AnA 3paovkauwmm Helicobacter pylon

- [AD2BX] ->[Npoumne npoTUBOAZBEHHLIE NPeENapaThl

.. [AD2X] -=[pyrve npenapaTol. NPUMEHAEMBIE NP COCTOAHWAX. CBA3AHHBIX C HAPYIWEHWAMM KMCROTHOCTH

- [AD5] -=lNpenapaT ANA NeyeHWA 2a60NeBaHMA NeYEeHW K XeNUeBHBOOALMX MY TER o

AHATOMO-TEpaneBTHYSCKO-XHMHYSCKaA CHCTeMa IU'IHGCVIdIHKaI.IHH

Jnist 3amycka mpolieTypbl IOMCKa MpenapaToB U aKTUBHBIX BEILECTB JBAXK/IbI IIETKHUTE MBIIIbIO HA BEBIOPAHHOW BETBU YKa3aTelsl.



Ilar 4. HaiinenHble npenaparbl U aKTHUBHbIE BellleCTBA.
Peectp BAZ

Hanneno aktuBHbX Beuects: 1

Toproesie HaMMEHDBAHWA  AKTMEHBIE BELEcTEE  DapmalesTWYECKME CPecTES Cepencer Cnpaeka

Mowck no koay ATX
_ . Ehcmining MexnyHapogHoe HeENnaTeHTOBaHHOe

-~ AHABTOMO-TepaneBTHYeCKO-XMMHMUYECKan Ci ~ Ha3B e
2 [A] ->IMMueBapUTenbHBIA TPAKT M O6MEH B DAMOTIOMH FAMOTIDINE

+ [AD1] ->CromaTonormuyeckse npenapartl
2- [AD2] ->lMpenapaTh. NPUMEHACMEIE NMPH
[AD2A] =AHTaWMOR

[AD2B] ->[NpoTHBOAZBEHHEE CPEOCTE
2 [AD2BA] ->bnokaTopsl rMCTaMUHOE
- [AD2BAD1] ->Cimetidine

- [A02BAD2] ->Ranitidine

- [AD2BAD4] ->Nizatidine
- [AD2BAD5] ->Niperotidine

HakpgeHo Toproesix HaMmMeHOBaHWH: 28

Homep

.. [AD2BAD6] -::'Rox:_a!ic!ine ) Toproeoe o Bnaaenew per. c
-~ [A02BADY/] ->Ranitidine bismuth . HauMeHOBaHWe S el R “aaTa | hocToBepenua | MHCTpyKUMed
.. [A02BAD8] ->Lafutidine LIS HEEIRY
.- [AD2BAS1] ->LiuMe THOMH B KOME 1 KeamaTten nuocpunuzaTt g/npuror. p-pa [ GEDEON
. [A02BA53] ->PaMOTHUOMH B KOME a/e/e eeegennna 20 mr: ¢n. 5 N0O1200: RICHTER
- [A02BB] ->IMpocTarnaHamHe BITEs Soemin v 02.05.1" (Beurpun)
i- [AD2BC] ->MHrM6uTOpE MPOTOHOB! PECIROPNTCCH
- [A02BD] ->KomMEuHaiwpm npenapar 2 |KeamaTten Tab., NoKp. NNeHOYHOMH n GEDEON

obonouxko#, 20 Mr: 28 wr. N0O1200; RICHTER

G- [A02BX] —=lNpoune NnpoTUBOAZBEHI
27.01.1( (Benrpwma)

- [AD2X] -=[pyrve npenapaTsl. NPHUMek

+- [AD3] ->lpenapaThl AnA neyeHWA gyHKL g‘;;‘égehfe"u
+ [AO4] -=[NpoTMBOpBOTHLIE NpenapaTel RICHTER
< > {Beurpwna) v

AHaToMO-Tepanes THYeCKO-XHMIYSCKan CHCTeMa KN HQCIII‘JHKBIJ,IIII

J5is mpocMOTpa MOJTHOTO OMUCAHMS MTpenapaTa ABaK bl MIETKHUTE MBIIIBIO Ha COOTBETCTBYIOIIEH CTpOKe TabIuUIlkl penapaToB. J1Jis mpocMOTpa ONnucaHus



AKTUBHOI'O BEIIECCTBA ABAXKAbI IICJIKHUTE MBIIIBIO HA COOTBCTCTBYIOI_Heﬁ CTPOKE Ta6J'II/IHBI AKTUBHBIX BEIICCTB.
Toproesie HAMMEHDBAHWA  AKTMEHBIE BewlecTea  Papmauestndeckune cpeactea Peectp BAJlL  Cepeucer Cnpaska

HaWpeno akTHBHLIX BeulecTs: 1 k‘

Hozsanme MexagynapogHoe HenaTeHTOBaHHOES
- AHATOMO-TepaneBTUYEeCKO-XMMWUYECKan Ci » Ha3BaHHMe
- [A] >MNumeBapuTeNLHEIA TPAKT M O6MEH B CAMOTHUOWH FAMOTIDINE
+ [AOD1] ->CromaTonorvueckue npenapar
=8 [AI]Z] ->[lpenapaTu. NpUMeHAEMBLIE MPH
+' [AD2A] -=AHTauMOL
=- [A[]?B] ->[poTMBOA3BEHHBIE CPEOCTE
=- [AD2BA] ->BnokaTops rmcTaMMHOE
-- [AD2BADO1] ->=Cimetidine
- [AD2BA02] ->Ranitidine

.. [AD2BAD4] ->Nizatidine

.. [AD2BADS] ->Niperotidine
.. [AD2BADG] ->Roxatidine
. [AD2BA07] ->Ranitidine bismuth Onucanwe TOProeoro HAaWMeHOBaHHMA
- [AD2BADS8] ->Lafutidine
.. [AD2BA5S1] -=LlymMeTvomH B KOME
.. [AD2BA53] ->PaMoTHOMH B KOME
- [ADZBB] ->[NpocTarnaHovMHe
- [AD2BC] ->MHrmEmTope NnpoTOHOB!
-+ [AD2BD] ->Kom6wHaLpm npenapaTt
- [AD2BX] ->INpoumre NpoTUEORA3BEH
. [AD2X] ->[lpyrHe npenapaThl, NpuMet AxTrBHOe BemecTBo: famotidine
[AI]3] ->[penapaTe ANA NeYeHWA Y HKL Koa ATX: A02BA03
= [AD4] >anT“BQpBQTHHe npenaparsi K®TI': Baokatop rucramunoesix H,-penentopos. llpoTusonzsennniii npenapar

Hammenosarme: Ksamarea™ (QuamatelE]

W

> Koas: MKE-10 (moxazamua): E16.4, E16.8, J95.4, K21, K25, K26, K27

AHaTOMO-TEPANEBTHYSCKO-XHMHYSCKaA CHCTEMa K.I'IﬂCCHd}HKﬂL[HH

CnenyeT HMETHh B BUAY, YTO B OTACIBHBIX ClIydasxX MOTYT OTCYTCTBOBATh MPE€HapaThbl UJIM aKTUBHBIC BEIICCTBA, CBA3AaHHBIC C I[aHHOI\/'I BETKOH yKa3aTeid.

Haiinem npenapatsl / akTHBHBIEC BEIIECTBA B pekuMe ObICTporo rmoucka mo koxy ATX. [lis atoro BBeaem B mosie pparmeHT koaa, Hanpumep, "A02".



Hlar S. Ilouck npenapaToB / akTUBHBIX BemecTB Mo koay ATX.

Toproesie HAMMEHDBAHWA  AKTMEHBIE BewlecTEa  Papmauestudeckune cpeactea Peectp BAJl Cepeucer Cnpaska

- AHATOMO-TepaneBTUYECKO-XMMHUYECKaA CUCTeMa KnacCcudrKaLmMmM
+ [A] =lTMueBapUTensHBIA TPAGKT W 06MeH BEWeCcTE
3. [B] ->KpoBeTBOpEHHE M KPOBL
[C] =CepaeuHo-cocynMcTan cMcTeMa
[D] -=[epmaTonorua
[G] >Mouenonoean cMcTEMa WM MOMNOBLIE MOPMOHE
[H] =l opMOHE oNA cMCTEMHOIO NPUMEHEHWA (MCKNIOUYan NoONOBLIE MOPMOHB M MHCYTMHBI)
[J] ->NpoTUEOMMKPOGHKE NpenapaTH ANA CUCTEMHONO NPUMeHEeHWA
[L] -=MpoTuBOONYXONeBwe NpenapaTs M MMMYHOMOOYNATOPH
[M] ->KocTHO-MBEmeuHan cucTeMa
[N] HepeHan cucTema
[P] =lpoTMBONapazuTapHLie NpenapaTth. MHCEKTAULMOLI M penenneHTh
[R] >[exaTensHan cucTemMa
#- [S] ->lMNMpenapaTe AnA neyeHWna 3aGoNeBaHWA OpPraHoB YYBCTB
- [W] ->lNpouwne npenapatw

AnaTomo- TEpaNEBT MY ECKO-XHMHYECHKAA CHCTEMA IUIEIGCHC']HIGII.‘HH

J11st 3ammycKa mporeayphl MOUCKA CAETalTe MEeTY0OK MBIIIBI0 Ha KHOIKE IMTOMCKa .




Ilar 6. Pe3yabTaThl NOMCKA NMpenapaToB / aKTUBHBIX BellecTB Mo (hparmMenty koga ATX.

Toproeble HaWMmeHoBaHMA  AkTueHble Bewjectea  PapmauesTwdeckne cpegctea Peectp BAJ Cepeuco

Cnpaska

Mowck no koay ATX HaWpeHo akTMBHLIX BeujecTs: 29 o '_D

MexaysapogHoe HenaTeHTOBaHHOE =
[ Ne HazesaHune

- AHATOMO-TepaneBTHYECKO-XMMHMUECKAA CHC] Ha83BaHWe

3. [A] >TMme BapUTENLHEHA TPaKT ¥ 06MeH Ben il | ANTENOPAT ALGELDRATE

- [B] -»KpoBe TBOpEHMe M KpOBL 2 |AIMASWMNAT ALMASILATE

- [C] >CepaeuHo-cocyancTan cucTema 3 |ANHOMWHWA TMOPOKCKMOA MENb DRIED ALUMINIUM HYDROXIDE GEL

- [D] ->[lepmaTonorua BLICYIEHHLI

[G] ->Mouenonoean cuctema v nonoesie rop il 4 | AMKOMUHAA MOPOKCHUOA-MAMHWA ALUMINIUM HYDROXIDE-MAGNESIUM

+- [H] ->I OpMOHBE ANA CHCTEMHOIO NPUMEeHeHNR KAPEOHAT MENb BLICYWEHHEIN CARBONATE CO-DRIED GEL

&- [J] >MpoTuBOnMuKpoGHLe Npenaparsl Ana cvills | ANIOMUHWS ©OCDAT ALUMINIUM PHOSPHATE

- [L] >TlpoTmsoonyxonestie npenapatul u ur il |51\ yTA TPUKATMS OULWTPAT BISMUTHATE, TRIPOTASSIUM DICITRATO v

[M] -=KocTHO-MBIWEeYHaA cHCTeEMa
- [N] -=HepeHan cucTema
[P] -=lpoTueonapazuTapHbie NpenapaTh. |l

LRe ]
o

Hanmpgexno Toproesix HamMeHoBaHui: 285 — == |

[R] =dexaTtensHan cucTemMma Toproeoe Homep Bnapenet, per. C &
[S] ->lNpenapaTe AnA NeyeHUA 3aGoneBaHME AUMEHOBaHMWE IRORNE Sy e YAOCTOBEPEHWA | MHCTPYKLUMWER
w- [V] =lNpoume npenapaTtu rmcTpat,
67 Keamaten nuocdhwunuzat g/npurot. p-pa | GEDEON
A/e/e eeegenuna 20 Mr: pn. 5 |N01200: RICHTER
WT. B KOMMA. C 02.05.17 (Benrpuna)
pacTBOpHMTEneM
68 |Keamarten Tab., NOKp. NNeHoYHOH I GEDEOM
obonouxo#, 20 mMr- 28 wr. N0O1200I RICHTER
27.01.1( (Benrpua)
NpoM3BEeeHD
GEDEON
RICHTER
{(Benrpwa) v

AHAaTOMO-TEPaNesTHYSCKO-XHMHYSCKaA CHCT eMa KﬂaOCHdHIK.a L{HA

Jlnist mpocMOTpa MOJIHOTO OTMCAHUS Mperapara JABaX bl IEIKHUTE MBIIIBIO HA COOTBETCTBYIOIIEH CTPOKE TaOIUIIbI IpenapaToB. [t mpocMOTpa onrcaHus
aKTHUBHOT'O BEILECTBA JBAXK/Ibl IIEJIKHUTE MBILIbIO HA COOTBETCTBYIOLIEH CTPOKE TaOJIMIbl aKTUBHBIX BEIIECTB.



Paznen "AxktuBHble Bemecrsa" cnpaBounnka ""Bugans. JlekapcTBeHHbIE IpenaparTbl U TOBAPHI ANITEYHOI0
accoprumenta B Poccun"

Paznen "AktuBHble BemectBa" nmpeqHa3sHaueH i moucka HHGoOpManuu 00 akTUBHBIX BemlecTBax. Mctounnk nadopmaru - BO3 u 1pyrue oTKpbIThIe
UCTOYHHUKH.

Ilorick akTUBHBIX BCIIICCTB BO3MOXXCH JIBYMA crocodamu:

e [0 MEXIVHAPOJHBIM HEMATEHTOBAaHHBIM HanMeHoBanusM (MHH):
o I10 PYCCKHMM HAMMCHOBAHUAM aKTHUBHBIX BCIIICCTB,




Hlar 1. Beioop Briaaaku "AxkTuBHbIEe BemecTsa' B naHeJu MeHIO.

H Buaane. flekapcTeeHHbIe Npenapatel M TOBAPEI NTEYHOMD 3CCOPTMMEHTa B Poccun, - O x

Toproesle HAMMEHOBAHWA | AKTHMBHBIE BELLIECTEE | PapmauesTideckne cpegetea Peectp BAJL  Cepeucel Cnpaeka

AndasnTtHeld yrkazarens MHH
BJIQKTPOHH]JIﬁ AndasnTHeIR yrazaTens AB (pycckne HaWMEHOBaHKA) HEIC ~ R P RO O T s
npemapathbl H TOBaAPbI aNITCYHOI'0 aCCOPTHMEHTA B Poccum».

«Bupane. JlekapcTEeHHEBIES IPETIapaThl I TOEAPE] AlTeMHOI0 acCcopTUMeHTa B Poccmmy —
TIPOrpaMMHELH KOMILTEKC 014 OCYIIecTEISHNE JOCTYIIA K base gannerx Bupans, mocTanaemoit KaK
YaCTh MPOrpaMMHOIG KOMILIESKCA.

Herounakn JAAHHBIX?

« [ocymapcTEeHHEIR peecTp NeKapcTEEeHHEIX cpencTe MuHMCcTepeTEa 3npapcoxpanenna Pd;
+ Pepepaneusiii peectp PocnoTpebuanzopa PP;
o OdurmaneHo VIEepASHHEIE HHCTPVELIMH [10 ITPHMEHEHIED.

«BE,II;:I.TI]:. .;IEICEPCTBB]I]IBIE OpenapaThbl H TOEAPEI ANTEYHOID ACCOPTHMEHTA B Poccum»
COOePEHT CIOeJVHINHe TaHHbIE:

+ HomeHKnIaTypHEBIX ITOZHLIMIAL
0 JIEKapCTEEeHHBIX MIperaparos - bomee 21700;
o bHomorMYeckMx arTHEHEIX nobaeok (BAT) - bomee 15000;
o mpoMsEoOHTeneil - bomee 1500;
s Ommucannii aKTHEHEBIX EemecTE - bonee 3000
o Kmuumeo - @apmaronorimuecsiil yEAZaTENs,
« Hozomormaecs il yEasaTens;
+ ATX cuctemy EmaccHHEALTIN;
« Dapmako - Tepanes THYeCK I YEaZaTelsb;
¢ HMudopmarpio 1ia JOMOIHHTENEHEIX CEPBHCOB. ¥ :
(] ﬂnnnmvm ITeEanCTREHHOMD BE2AaUMOTcHcTREME MheTlanaToR S E -" i i A

A H OoJd oOoT

BHIAIE CIIEILHAJNHC




AundasutHbiid yka3atea» MHH.

lar 1. Bei0op yka3aTteJisi B HaHeJIM MEHIO.

H Buaane. flekapcTEeHHBIE NpENapaTel M TOBAPEI aNTEYHOMD aCCOPTUMEHTa B Poccun, = O x

Toproesle HAMMEHDBAHWA | AKTUBHBIE BELL|ECTES | PapmauesTnyeckne cpegctea Peectp BAJ  Cepeucel Cnpaska
| AndaenTHelA yrkasatens MHH "
3.T[eKTp0HHbIﬁ AndasnTHeId yrkazaTtens AB (pycckue HawmeHoBaHKA) IHH]JIE

npemapatekl H TOBaphI alITECYHOI'O aCCOPTHMCEHTA B Poccum».

~

AR TR RO T S AT (R T IR

-
b

«Bunane. JlekapcTE eHHEBIS IPENIapaThl M TOEApEl alfTeYHOro accopTHMeHTa B Poccrmmy —
[IPOrPAMMHELA EOMILIEEC I8 OCYIIEeCTEISHN JOCTyIIa K baze nanuex Bugans, noctasmaenmoit kai
YaCTh MPOTPaMMHOTO KOMILICKCE.

Hcrounakn JAHHBIX:

s [ocymapcTEeHHEIN peecTp IeKapCTEeHHBIX cpencTe MunncTepcTEa sopagooxpanena PD;
+ Penepansueiit peectp PocniotpebHansopa P&,
o OduansHo YIEep#ISHHEIE HHCTPYELMH 10 ITPUMEHEHHED.

((BII,‘.'I;E.TI]:. .;IEKEPC‘I'BE]]]II’:IE openapaTekl H TOBAPEI AOTEYMHOID ACCOPTHMEeHTA B Poccum»
COTEP:RHAT CIeIVHINHE TaHHBIE:

s HomeHEnarypHBIX MOSHLIMIL
0 JIEEAPCTEEHHEBIX MTpernapatos - bomes 21700;
o bronormiecknx akTHEHEIX Jobaeok (BAT) - bomee 15000;
o TpoMzEoaAuTeneit - bones 1500; e
s Ommcannii akTHEHEIX BemecTE - bomee 3000 Omepawan saamuscSl
+ Kmuumeo - Papmakonornaeckdil yEasaTeNb; R
s Hozomormueckmil vrasarens;
+ ATX crcremy KraccHQHEALTHNH]
s Dapmako - Tepares THUECKHI YKAZaTENs;
+ Hudopmarmio nna qomolHHTENBHBIX CEPBHCOB: v
O ]Tmnmma TeEANCTECHHOTO RAAMMOTeHCTRMA THemanaToR "

KA PIHOIIOT

Dta BKJIaJKa OyJIeT OTKPHITA MOCIIE MIETYKa MBIIIbIO Ha MyHKTE "AkTHBHBIC BemectBa", "AndasutHbril ykazarens MHH" B manenu mento.



Hlar 2. OTrkpeIT ajdpaBuTHbI ykazaTtear MHH.

Toproesie HAMMEHDEAHWA ~ AKTMEHBIE BewlecTEa  MapmauesTndeckne cpeactea Peectp BAJ Cepewcer Cnpaska

-~ AndpaBATHEIA ykazaTtens MHH. (Becero: 1901). s
[A]
[B]
[C]
(D]
[E]
[F]
[G]
[H]
[1]
[J]
[K]
[L]
[M]
[N]
[0]
[P]
[Q]
[R]
[S]
[T]
[U]
[V]
[W]
[X] o

Yrazatens MHH

[Ipennonoxum, Bac nHTEpeCyl0T akTUBHBIE BEILIECTBA, HA3BaHHs KOTOPBIX HAUMHAIOTCS Ha OyKBY "B'". M0KHO BOCIIOJIb30BaThCs al(paBUTHBIM yKa3aTeIeM
WM PEKUMOM OBICTPOTO MOKCKA MO0 parMeHTy Ha3zBaHUA. Packpoiite (11e1490K MBIIIBIO Ha KHOIIKE «+») HY’KHYIO BETBb yKa3aTells.



lIar 3. BoiOpana BeTBb yKa3zaTeJs.
Toproesie HaMMEHDBAHWA  AKTWEHBIE BelecTEa  Dapmayestdeckue cpeactea Peectp BAJ  Cepeucel Cnpaeka

) HasBaHwo AB

- bacillus subtilis
- bacitracin

- baclofen

- barbexaclone

- bancitinib

- barum sulphate
- basil

-. basilximab

- batilol

- beg vaccine

- becaplermin

-. beclamide

-- beclometasone
- bee venom

-- belatacept

- belimumab

-- belladonna
--bemegnde

-. bemipann sodium
-- benactyzine

- benazepril

- bencyclane

-. bendamustine

- bendazol -

Yrazatens MHH

[Tpennonoxum, Bac untepecytor aktuBHoe BemecTBo "BROMOCRIPTINE". /IBak/p! IENKHUTE MBIIIBIO HAa BRIOpaHHOW BETBH yKazaTelns. OnucaHue
aKTUBHOT'O BEILECTBA BEIBOJUTCS B HOBOM OKHE.



TDFIFEIEI:IE HaWMMEHOEZHWNA AKTHEHBIE BELLECTEA mEpMELI,EETW-IECKME CpEacTEd

- brewer's yeast
- brilliant green
- brimonidine

- brinzolamide

- bnvaracetam
-- brivudine

- bromanilidediethylaminopropanic acid
-- bromazepam

- bromcamphor
- bromdihydrochlorphenylbenzodiazepine
-- bromfenac

- bromhexine

- brotizolam

- budesomde

- bufexamac

- buformin

- bumecaine

- bumetamde

- bupivacaine

-. buprenorphine
- burdock root

- buserelin

- buspirone

- busulfan

lIar 4. OxkHoO ¢ onHcaHNEM aKTHBHOI'O BelleCcTBA.

Peectp BAJd  Cepewcer  Cnpaska

OnucaHMe AKTHBHOIO BelllecTBa — wfm

Axraesoce eemecteo: BROMOCRIPTINE / BEPOMOKPHIITHH

®APMAKOJIOTHYECKOE JEHCTBHE

CTHMyIaTOp LEHTPANBHEIN U epH(epHYeckiy JOITaMHHOBEIX Dz—pe;u,en'mpoﬂ:

[POM3EOOHOES ANEATCHIA CIIOPBIHEH. ¥ MEHBIIAST CEKPELIHED IIPOJIAKTHHA, A TAKKE
noesmensyio cexpernpio CTT | He BIMAT HA HOPMABHEIE YPOBHH JIPYTHX TOPMOHOB
runoguza. [TonaemaeT PHEMOIOrMYECKyO TaKTALMED, CIIOCODCTEYET HOPMAIHIALIHH
MEHCTPYAIEHO (yHELIMH, YMEHEIIAeT PAMePEL M SHCI0 KMCT B MOJIOYHOI skenese (3a
CHeT yCTpaHeHH gucOanaHca Meskoy [IporecTEpOHOM M 3cTporeHamMn). B mozax bomes
EBICORHX, 9eM TPeDdVIOTCA 1014 [IOJaBIeH A CeRPELMH IIPOIIAKTHHE, DPOMOKPHITTHH
BELISEIBACT BEIPAKEHHVES CTHMYIIAIIMEC JOMAMIHOBEIX PEIENTOPOE, B YaCTHOCTH B
obIacTy MoIoCaToro Tena, HepHOro a1pa MOsTa, THITOTATAMYCa M MesonuMbieckoii
cuctemel. OEAsSEIBAST MMPOTHBOMAPEHHCOHMYECKDE JEfCTBHE, OJABIAET CEKPELHED

CTT u AKTT.

[Tocne mpuema pazoeoii JO3BI CHIDEEHIE YPOEHA IIPONAKTHHA E EDOEY HACTVIIAET Yepes
2 4, MaKCHMATBHBIN 3dderT - Yepes 8 4; MpOTHBONAPKMHCOHMYECKHI 3hderT
pazeneaecrca gepes 30-90 muH, MarcHManeHBNIT 3ddekT - gepes 2 U] CHIDKEHHE YPOEHA
CTT npomcxoguTt uepes 1-2 =, marcHManeHeli adderT - uepes 4-8 Hepens Tepanmm.

DPAPMAROKHHETHKA

¥Yrazarens MHH

Haiinem aktuBHOe BemecTBO "BROMOCRIPTINE" B peskuime ObIcTpOro moucka mo pparmMeHTy Ha3zBaHus. J[71s 3TOro BBeeM B osie parMeHT Ha3BaHUS,

Hanpumep, "bro".

Ilar S. ITouck aKTHBHOI'0 BELECTBA M0 (pparMeHTy Ha3BaHM1.




Toproeele HaMMEHOBaHWMA ~ AkTWBHEIE BewecTeda  PapmauesTueckwe cpegctea  Peectp BAJ Cepewcel Cnpaexa

Mowck no Hazsadwe AB

- AndaBuTHEIA ykazaTtens MHH. (Bcero: 1901). ”
w-[A]
w-[B]
m-[C]
m-[D]
= [E]
w[F]
w[G]
H-[H]
w-lh]
w-[J]
:":_.-- [ K ]
m-[L1
w-[M]
w[N]
w[0]
w[P]
w-[Q]
@ [R]
w[S]

¥xazatens MHH

Jliis 3ammycka nmpoueaypsl HOMCKa CENaiTe MIETY0K MBIIIbIO Ha KHOIIKE ITOMCKa .



Iar 6. Pe3yabTaThl NOMCKA AKTUBHOTI'O BellecTBA 10 GparMeHTy Ha3BaHUS.
Toproesie HAMMEHDEAHWA  AKTWEHBIE BEWecTEa  (apmauestudeckmne cpeactea Peectp BAJ  Cepewcer Cnpaska

HaMpeHo AKTHMEHLIX BeljecTe: 8

Pycckoe HamMeHoBaHWe MexgyHapogHoe HamMeHOBaHHME

- ArpaBuTHHIA ykazarens MHH. (Becero: 1901). ~ 1 BpoMaHUNMAAM3TUNAMUHONPONAHOBER bromanilidediethylaminopropanic acid

B [A] KMcnoTa

[B] 2 | Bpomazenam bromazepam

m[C] 3 | Gpomkamdopa bromcamphor

- poMaurnapoxnopheHunbeHI0na3eniH romdihydrochlorphenylbenzodiazepine
F[D] 4|6 6 bromdihydrochlorphenylbenzodiazepi

=-1E] 5 | GpomipeHak bromfenac

{ E]] B | BpoMrekcuH bromhexine

' [H] 7 | BpOMOKpPUNTIH bromocriptine

; [1] 8 | bpoTuaonam brotizolam

w-[J]

e [K]

m-[L]

@ [M]

¥xkazatene MHH

PeByHBTaTOM IIOUCKA ABJISICTCSA Ta6JII/II_[a CO CITUCKOM HaﬁI[GHHBIX AKTHUBHBIX BCIICCTB. HJ’IH nepexoJa K OMMMCAHUI0 aKTUBHOT'O BCIICCTBA ABAXK/bI ICJIIKHUTC
MBIIIIbIO HA BEIOPAHHOW CTPOKE TaOJIHUIIBI.
Jlnst Bo3BpaTa K pe3yibTaTaM MOMCKa HCIob3yiiTe KHonKy "Hazan" cepBuCHOM maHeny B IPaBOM BEPHEM YTIIy TEKYIIEro OKHA (IEIYOK MBIIIBIO Ha KHOTIKE

"Ha3a;[" )



Yka3are/ib aKTUBHBIX BellleCTB (PyCCKHEe HAMMEHOBAHUA).

Hlar 1. Bei0op yka3aTeJisi B HaHeJIM MEHIO.

H Bupane. flekapcTeeHHBIE NpenapaTel W TOBApEl aNTEYHOMO accopTUMenTa B Pocoun, — d X

Toproesie HAMMEHDEAHWA | AKTWEHBIE BELLIECTES | DapmauesTyeckne cpegctea Peectp BAJ Cepencer Cnpaska

AndasnTHbli yrkazatens MHH =
3HEKTPOHHBIﬁ| AndasnTHeli yrkazaTtens AB (pycckre HaWMEHOBAHKA) | HEIE

NpenapaTel H TOBAPEI AITCYHOI'0O ACCOPTHMCHTA B Poccum».

AR TS CE RO BT (AR T IO

«Bunane. JlekapcTe eHHEBIE IpeNapaTsl M TOBAphl alTeYHOr0o acCoOpTMMEHTa B Poccrmy —
TIpOrpaMMHEIT KOMILTEKC O4 OCYIIecTEISeHNA JOCTYIIA K baze nauuerx Bupane, mocTaenaemoil kax
YACTE MMPOTPAMMEOTC KOMILITEECA.

Herounaxn JaHHbIX:

+ [ ocynapcTeeHHBIN peecTp NeKapCTBeHHBIN cpencTs MunncTepeTBa supasooxpatenng PP,
+ @enepaneuriii peectp PocnioTpebuanzopa PO,
s OduimansHo yTEep#IeHHbIE HHCTPYELMH 10 TIPUMEHEHHED.

({BII,E[H.T[I). .;IEKH])I:TBE]]]IBIE npenapaTtbl H TOBAPLI ANTEYHOI'D ACCOPTHMEHTA B Poccan»
COTEPcRHAT CIeIVHINHE TaHHbBIE:

+ HomeHEnNaTypHBIX MOZHLIMIL
0 JIEeKAPCTEEeHHBIX MTpernapatos - bomee 21700);
o bronmormveckx akTHEHEIX nobaeok (BAI) - bonee 15000;
o TIpoM3BOAWTeNed - bomee 1500); e
s OnucaHnii aKTHEHEIX Eemects - bomee 3000 Onepemae scmpan
o Knunameo - @apmaronormdeckiil vEasaTens;
+ Hozomormuecknmii yrasaTens;
o ATX crctemy rnaccHHMEAITIHN,
+ Dapmako - Teparnes THYECKHI YEa3aTels; - _.. N
A e S S R < . BHIANb CTIEIHAJHC
(] ”mﬂmﬁ.ﬁ MEEANCTEEHHOTD RAAMMOTEHC TRMA TTNemanaToR " E‘ i.] } =1 1 A

A H 0o a0 0T

Ota BKJIaJKa OyJeT OTKPHITa MOCIIE MIETUKa MBIIIbIO Ha MyHKTE "AKTHBHBIE BemecTBa", "Yka3zarenb akTUBHBIX BEIIECTB (PYyCCKME HAMMEHOBaHMsI)" B TTaHETH
MEHIO.



Hlar 2. OTKpBIT yKa3aTeJb AKTUBHBIX BellleCTB.
Peectp BAZ

TDFIFCIEI:-IE HaWMMEHOEAHHWA AKTHEHEIE BELLLECTED GJ‘EFIMELI,EETH‘-IECKHE CPEACTES CEFIBHCI:-I CI'IFIEEKE

-~ ANhaBMTHLIA YKa3aTenk akTUBHBIX BemlecTe. (Beero: 1901).
w[A]
[B]
[B]
Tl
;;".--[ﬂ]
i [E]
[X]
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[ni
[P]
[C]
[T}
[¥]
[®]
[X]
[uj

AndiaBHTHBIA YKA3aTENb AKTHBHLIX BEWECTB

[Ipennonoxum, Bac nHTEpecyoT akTHBHBIE BELIECTBA, HA3BAaHHsI KOTOPBIX HAaUMHAIOTCS Ha OykBY "B". M0OXHO BOCIIONIB30BaThCs al(paBUTHBIM yKa3aTeaeM
WJTU PEKUMOM OBICTPOTO TTOMCKA 0 (hparMeHTy Ha3BaHUS.
PackpoiiTe (IeT90K MBIIIBIO Ha KHOIKE «+») HY>KHYIO BETBb yKa3aTesl.



lIar 3. BoiOpana BeTBb yKa3zaTeJs.
PapmaueeTnyeckne cpegctea Peectp BAJL  Cepeucel Cnpaeka

TEIFIFEIBbIE HaWMEHOBEIHKWA AKTHBHbIE BELLIECTEA

MNoweck no HaseaHwo AB

L

- GarynsHUK 6050 THHIA
- GafaHa KopHeBWla

.. Baaara

- GAa3nuNHK

- Ga3nNMKCUMac

- GaKnodgpeH

- Gap6apuca 06LIKHOBEHHOMD NMUCTLA
- GapGeKcaknoH

- GapULUMTHHWG

- GapwA cynbgpaTt

- Garwnon

- GALWIMOC CYGTWNMC
- GalMTpauMH

- GepauMaymMac

- Gesadpuepart

- GexannepMyH

- GexnaMun

- GeKnoMeTazoH

- DenarauenTt

- GeneHs Macno

- GenaMymMac

- GeMerpun

- GeMUNapvH HaTpHUA

- GeHazenpWun

AndaBnTHBIN YKaZaTenb aKTHBHBIX BEWECTE

[Ipennonoxum, Bac nuarepecyror aktuBHoe BemecTBo "BPOMOKPUIITHUH". JIBax /bl IETKHUTE MBIIIBIO Ha BEIOPaHHOH BeTBU ykazarens. Onucanue
aKTUBHOI'O BEILECTBA BEIBOJUTCS B HOBOM OKHE.



lIar 4. OxkHoO ¢ onHcaHNEM aKTHBHOI'O BelleCcTBA.
Peectp BAZ

OnucanMe AKTHBEHOIO BellecTBa

TDFIFEIEI:IE HaWMMEHOEAHWNA AKTHEHEIE BELLIECTED [D‘EFIMELI,EETW-IECKME CPEACTES CEFIEMCI:-I CI'IFIEEKE

- GPHUBYOMH

- GPWINMMAHTOBLIHA 3eneHbIA
- GPHMOHWOMH

- GpPHUH3I0NaMWo

- GpoMa3enaM

- GPOMaHMIMAOM3 THUNaMMHONPpONaHoBas
- GPOMIMeKcHH

- GpOMOMIMOpOXNopdgeHUNGeH20ONazer
- GpOoMKamMdopa

- GpoMdpreHaK

- GpoTU30namM

- Gy necoHWO

- GYMeKauH

- GyMeTaHuO

- ByNMBaAKanH

- Gy NpeHopdrH

- Gy cepenyH

- GYCMAPOH

- By CcynNbdgpaH

- By TaMupart

- BY THUIMMMOPOKCATONY 0N

- GYTOKOHa30n

- Gy TOopdpaHon

AndaBnTHBIR YKa3aTENb aKTHBHbIX BEWECTE

AxrEraoe emecreo: BROMOCRIPTINE / BPOMOKPHIITHH

®APMAKOJIOTHYECKOE JEHCTBHE

CTimynaTop LEHTPANEHEIX M Iepudepiueckix JOMaMHHOBRIX Dz—peu,en"mpoB: MIPONZEOOHOE

ANKANOHIA CIIOPEIHEN. ¥ MEHEIIAST CEKPELIMEO IIPOIaKTHHA, 8 TAKKE MOBBImeHHYE0 cerperpio CTT, me
BIMAA HA HOPMANEHEIE VPOBHM IPVTHX FrOpMoHOE runoduza. [lonaenaer fuzmonormeeckyEe TaKTaAITHED,
CrocobCTEYeT HOPMANHZALMH MEHCTPYATEHOM QVHELIIH, YMEeHBIACT PasMepsl M YHCII0 KHCT B
MOIOTHOH xenese (3a CIeT VoTpaHeHna aucbanarnca MesxIy IporecTepoHoM M 3cTporeHami). B nosax
Donee EBICOKMX, 9eM TpeOVIOTCA IUIA IIOOEEICHHMA CEKPELMH [IPONTaKTHHE, OpOMOKDPUIITHH EBISEIEAST
BBEIPAHEHHVID CTHMVIIALHED OMAMHHOBEIX PELENTOPOE, B 9aCTHOCTH B 0DIACTH MMOI0CaTOro TENa,
YEepHOTO A0pa MOITa, TMIIOTATaMyCa M MesonMMOmdeckoil ciuctemel. OkasslBaeT
MPOTHRONAPEMHCOHWYeckoe neficteHe, monasnaeT cegpermmio CTT uw ARTT .

Toce mpuemMa pasoBoil 103k] CHIMEEHHE YPOBHA MMPOIAKTHHA B KPOBH HACTYIIAET Hepes 2 o,
MAECHMANEHEIT 3dberT - gepes § u; npoTHEONaprMHCOHNY ecEil adderT pazeneaeTca gepes 30-90
MHH_ MAKCHMATBHEINA 3dderT - gepes 2 4; caroxenwne yposHa CTI nmpoucxonut wepes 1-2 1,
MEKCHMANEHELT 3¢derT - uepes 4-8 Henens Tepanm.

PAPMAKOKHHETHEKA

Tlocne npuema EHYTPE abcopbima bpomorpuntiaa M3 AKT coctapnaer 28%. [loneepraeTca adderTy

W

Hanpumep, "opo".

Ilar S. ITouck aKTHBHOI'0 BELECTBA 0 (PparMeHTy Ha3BaHM.

Haiinem aktuBHOe BemecTBO "BPOMKPUIITUH" B pesxxume O6picTporo moucka no gparmMeHTy HazpaHusl. J[Jis 3TOTo BBeIeM B 1ojie (parMeHT Ha3BaHUS,



Toproeeie HanmMeHoBaHWA  AkTuBHBIE BelecTea  Papmaueetnueckne cpegetea Peectp BAJ Cepeucer Cnpaeka

MNowck no HazeaHw AB

AndaBnTHBIH YKa3aTeNb aKTHBHbIX BEWECTE

Jliis 3ammycka npoueaypsl HOMCKa CENaiTe METY0K MBIIIBIO Ha KHOIIKE ITOMCKa .



Iar 6. Pe3yabTaThl NOMCKA AKTUBHOTO BellecTBA MO0 GparMeHTy Ha3BaHUS.
Toprosble HAMMEHOBAHWA  AKTWBHBIE BewecTEa  PapmauesTudeckne cpegetea Peectp BAJ  Cepeucer Cnpaska

y HaseaHue AB HaWpeno AKTHMBHBIX BellecTB: 8

Pycckoe HauMeHOBaHHE MexgyHapogHoe HaMMeHOBaHue

- ANpABATHLIA YKasaTens aKTUBHLIX Beme A fpoMaHUNULOM3TUNEMUHONPONaHoBaRA bromanilidediethylaminopropanic acid
a-[A] KMCIOTE

[B] Gpomasenam bromazepam

[B] Bpomkamdiopa bromcamphor

[ri GpoMaurnapoxnopheHmnieHIoguaseniH bromdihydrochlorphenylbenzodiazepine
(4] BpomMieHak bromfenac

{ i]] BpOMreKcuH bromhexine

[3] EpOMOKPHITIH bromocriptine
(U] GpoTrzonam brotizolam

[A]

[K]
[n]
[M]
[H]
0 [0]
]
[P]
[C]
[T]
m Y]
[®]
[X]
-[u]

AndaBHTHBIA YKa3aTENb AKTHBHLIX BEWECTE

PeByHBTaTOM IIOUCKA ABJISICTCA Ta6JII/II_[a CO CITUCKOM HaﬁI[GHHBIX AKTHUBHBIX BCIICCTB. HJ’IH Nnepexoga K OMMMCAHUI0 aKTUBHOI'O BCIICCTBA ABAXK/bI ICJIKHUTC
MBIIIIbIO HA BEIOPAHHOW CTPOKE TaOJIHUIIBI.
Jlnst Bo3BpaTa K pe3yibTaTaM MOMCKa HCIob3yiiTe KHonKy "Hazan" cepBuCHOM maHeny B IPaBOM BEPHEM YTIIy TEKYIIEro OKHA (IIEIYOK MBIIIBIO Ha KHOTIKE

"Ha3a;[" )



Paznen "®apmaneBTnueckue cpeacrsa’ cnpaBoynuka "'Buganas. JlekapcTBeHHBbIE NpenapaTrbl U TOBAPbI
anrTeyHoro accoprumenra B Poccun"

Paznen "®apmarieBTHUECKUE CpeICTBA" MpeAHa3HAYCH IS TOMCKa HH(pOpMaIuu o papMaleBTHYecKuX cpeacTBax. Mcrounuk uHpopmanuu -
['ocynapcTBeHHBIN peecTp JEeKapCTBEHHBIX CpeACTB MuHUCTEpCTBA 3paBooxpaHeHust PO.

B cnipaBounuKke npeacTaBiaeHbl papMareBTUYECKUE CPEACTBA CICAYIONINX BUIOB:

o CyOcraniuu

e Ajeprensl
e JIMarHOCTHUKYMBEI

e JIuTarenbHBIE CPEILI




Ilar 1. Beioop Braaaku ""®@apmaneBTuyeckne cpeacrsa'’ B naHeJu MeHIO.

H Buaane. flekapcTeeHHbIE NpenapaTel W TOBAPLI aNTEYHOTC accopTUMenTa B Pocoum, — | x
Toproesie HAMMEHDEAHWA  AKTMEHBIE BELLECTER | (ApMaLEBTUHECKME CPEAcTEa |_Peer:rp BAJ  Cepewcel  Cnpaska

CyBcranumm | A
JIIEKTPOHHBIH CHIPABOYHHE  Anncprens CTBEHHbIE R S e
npenapartel H TOBaphbl anTe Anarnoctiiymel Ta B Poccum».

MuTtatensHele cpeael

«Bupane. JlexapcTe eHHEIE IpenapaTte] M TOBAPEI aITEYHOTO ACCOPTHMEHTA B Poccumy —
TIPOTPaMMHEI KOMILIEK: OI4 OCYIIecTEICHIA JOCTVIIA K baze naHHEIX Bupane, mocTaenaeMoil KaK
YACTE MPOrPAMMHOTO KOMILIEKCA.

Herounnxn JaHHBIX:

+ [ocynapcTeenHEBI peecTp NEKAPCTBEHHBIX cpencTs MuHHCcTepcTBa snpaBooxpadenya Pd;
+ Denepanenerii peectp PocnoTpebuanzopa PP;
+ OduimansHo VTEepKIeHHbIe MHCTPYELIMH 10 TIPHMeHeHWE0.

<{BII,I[3.T[I:. .;IEK:IPL‘,‘I‘BE]I][I:IE npenapaTel H TOBAPEI AITEYHOID ACCOPTHMEHTA B Poccan»
COTeP:RHAT CIeIVHINHe TaHHBIE:

+ Homenzmatypreix mozmipii:

NeKapCTEeHHEBIX [Ipenapatos - bomee 21700;
bHomormecEny akTHBHEBIX nobasok (BAJT) - bonee 15000;
o MpoH3BOOMTeNnefl - bomee 1500; .

+ Onmcanuii aKTHEHEIX Bemects - bomee 3000 (napexaeT 60, )
« Kmnuro - @apMaromorimdeckii vEazaTeNs; I

+ Hosomormgecsmii veasarens;

o ATX crctemy EnaccHMEAITIIN;

+ Dapmaro - Tepanes THIECKHI YEAIATEIE;

HudopMaumo 0us DomomHATENEHEIX CEPENCOE: W
0 rrnnn PNEA TeEAaNCTREHHOT D HQHHMOHF"I‘:T('THHH INETTANATOR

[w]

(=]

KA PIHOITOT




Pabora ¢ ainaBUTHBIM yKa3aTesieM CyOCTAHIUIA.

Ilar 1. BeiOop ajn¢gaBuTHOrO yKa3areis CyOCTAHIUH B MIaHEJIH MEHIO.

H Bugane. flekapcTEEHHBIE NPENapaTLl M TOE3AP6I aNTEYHOMD ACCOPTUMENTa B Pocoun, - a x
Toproesle HAMMEHDBAHWA  AKTMEHBIE BELecTEa | (apmalesTHECKME CpeacTea |_Peer:rp BAJ  Cepewcel  Cnpaska
. CyBcTaHumm | A
DIIEKTPOHHBIH CHIPABOYHHE  Anncprens CTBEHHbIE R S e
npenapartel H TOBaphbl anTe AuarnocTikymb IlTa B Poccun».
MuTatentHele cpeas

«Bupane. JlexapcTe eHHEIE IpenapaTte] M TOBAPEI aITEYHOTO ACCOPTHMEHTA B Poccumy —
TIPOTPaMMHEI KOMILIEKC O OCYIIecTEISHIA JOCTVIIA K baze TaHHEIX BHaane, MocTaEIaeMoit KakK
YACTE MPOrPAMMHOTO KOMILTEKCA.

Herounnen JAHHBIX:

+ TocynapcTeenHEBIA peecTp NEKApCTBEHHBIX cpencTs MuHHCcTepeTBa snpaBooxpadenya Pd;
+ Denepanenrrii peectp PocnioTpebuanzopa PP;
+ OduimansHo VTEepKIeHHbIe MHCTPYELIMH 10 TIPHMeHeHWE0.

{{BII,I[H.T[I:. .;IEK‘;I])I:TBE]I]II:IE npemapaTthbl H TOBAPEI AaITEYHOID ACCOPTHMEHTA B Poccam»
COTeP:RHAT CIeIVHINHe TaHHBIE:

+ HomeHEnaTypHBIX ITOZHMLIMIL
0 JIeKapCTEeHHEIX Mpenapartok - bomee 21700;
o bHonornyecix akTHEHEIX nobasok (BAT) - bonee 15000;
o MpoH3BOOMTeNnefl - bomee 1500; "

+ Omucamiit akTHBHEIX BemecTe - bonee 3000 OnepexaeT apumon

« Kmmumeo - ©apmaromorinaectaiil vEazaTens;

+ Hosomormgecsmii veasarens;

« ATX cuctemy EnaccHMEAITIN;

+ Dapmaro - Tepanes THIECKHI YEAIATEIE;

« HMudopmarmro ona JonomHNTENEHEIX CEPENCOER: W
0 rrﬂ{'}Fl FOEA TEEANCTREHHOTD BIANMOTEACTREAE MINETANATOR

I H O Jd 0T

OTO0T yKa3aTenab OyIeT OTKPBIT Mocye HieTuKa MbIIbio Ha myHKTe "JlekapcTBennble Cpeacra', "CyOcTaHinu" B MaHeNIn MEHIO.



Hlar 2. OTkpbIT aJ(paBUTHBIN YKa3aTeJdb CyOCTAHIMM.

Toproesbie HAMMEHOBEHWA  AKTWEHBIE BeLecTEa  PapmauesTndeckne cpegctea Peectp BAJ Cepewcer Cnpaeka

AndasnTHbil yrasaTens cyboranuymwi

[Tpennonoxum, Bac untepecytor nekapcrsennoe cpenactso "AIOMEJIATHH". MoHo BOCIIONb30BaThCs al(aBUTHBIM yKa3aTeJIeM WIH PEKUMOM ObICTPOTro
MIOMCKA JIEKAPCTBEHHOI'O CPEJCTBA MO (PparMeHTy Ha3BaHMUS.
PackpoiiTe (I1e190K MBIIIBIO Ha KHOIIKE «+») HY>KHYIO BETBb yKa3aTelsl.



lIar 3. BoiOpana BeTBb yKa3zareJs.

Toproeble HAMMEHOBAHWA  AKTWBHBIE BelecTEd  PapmauesTudeckne cpegetea Peectp BAJ Cepeucer Cnpaska

MNowck No HasBaHWD NeKapcTBEHHOMD CpEOCT Ba

5 1A] A
- ACO PPAKLIMA 3 cyScTaHumA: gnakoHsl mnk Sy Teinkkn PETWHOWOE PHMM 3A0 (PoccwA)

- ADAKABIPA CYTIbPAT cyBcTaHUMA: MeWKK, NakeTel, Gapatadel TEXHOMOMMATNEKAPCTE 000 (Poccus)

- ABAKABIPA CYTIBPAT cyBcTaHuma-nopowok: Gapadadsl SIDIMAX PHARMA Pyt Ltd. (MHamA)

- ABAKABIPA CYTIBPAT cyBcTaHumA-nopowok: GapataHsl MYLAN LABORATORIES Limited (MHowna)

- ABEPTMH cyscTaHumA-nopowok: 6aHkn PAPMUEHTP BMMNAP AO (Poccwa)

- ABEPTMH cyscTaHuma-nopowok: GaHkkm PAPMUEHTP BUINAP AQ (Poccwua)

- ABMCIN cydcTaHuma-xkmakocTe: Gymara oGepToudas MHWTUYM-PAPM (Foccua)

- ABMCIN cyScTaHuma-kmakocTs: dnakodel ABWMEC HMNP 000 (PoccuA)

- ABOMWH cyBcTaHuma-nopowok: naketel MOCKOBCKIA 3ABON ChIMYXHOMD PEPMEHTA OAQ (Poccwa)

- ABWICAH chipke pacT.-3KcTpakT cyxoi: Mewkn BMPKTEX 3A0 (Poccua)

- ADAMAHTIMNPEHWNAMKMH cydcTaHuma-nopowok: GapagaHe ERREGIERRE 5.P.A. (MTanwma)

- ADANANEH cyBcTanuma-nopowok: Mewkn GLENMARK GEMERICS Ltd. (MrowA)

- ANMENOH cydctanumwa-pacteop 0.1%: naukw IHAO-PAPM-A M1 3A0 (Poccwa)

- ANEMETWMOHKHA 1.4-BY TAHOWCYTIEPOHAT cySctaHuma-nopowok: nakeTel ZHEJANG HISUN PHARMACEUTICAL Co Ltd (KuTai)
- ADEHO3MH TPUPOCPATA OMHATPMEBAH COMNb cyScTaHuwa-nopowok: Gapatadel EPE PHARMA GROUP Ltd (BenukoGpwuTaHma)
- ADEHO3MHTPMPOCPOPHAA KWMCMNOTA cyScTaHuma-nopowok: 6aHkyn CAMCOH-MEL 000 (Poccws)

- ANMYPEKPWH cyScTaHuma-nopowok: gpnakorsl CAMCOH-MEL 000 (Poccws)

-~ ANOHW3WMO KOHUEHTPWMPOBAHHEIA cyGcTanuma-xuakocTs: Gouku BRI TEX 3A0 (Poccwa)

- AIPEHAMIMH cyGcTaHuma-nopowok: GaHkm MOCKOBCKWIA 3HOOKPUHHBIM 3AB0O0 ®IYT (Poccwa)

- AOPEHAINTMHA TAPTPAT cyScTaHumA-nopowok: Mmewkkn MEDINEX LABORATORIES Pyt Lid. (MHaowa)

- AZANENTWH cyectaHumwA-nopowok: naketel OPTAHWMKA AD (Poccun)

- A3ATHOMNPIH cyscTtaHuma-nopowok: Gapatadel ZHEJANG DONGDONG PHARMACEUTICAL Co Ltd (Kntai)

AndasnTHbIR yKa3zaTenb cyboranumil

Jls mepexonia K OKHY € OIMCAaHUEM JIEKaPCTBEHHOT'O CPECTBA JIBAXKIBI IIETIKHUTE MBIIIBIO HAa BELIOPAaHHON BETBU yKa3aTels.



TDFIFCIEI:-IE HaWMEHOEAHHWA

[Nowck No HazBEaHW Nexka PCTBEHHOMD CpEnCcT B3

lIar 4. OxHo ¢

AKTHEHEBIE BELLLECTED

Al
- ACOPPAKUMA 3 cyScTaHuMA: dnakoHsl WNKM 6y Teinkk PET
- ABAKABWPA CYTIbPAT cyBCTaHUMA: MEWKK, NaKeTkl, Gapa
- ABAKABWPA CYTIbPAT cyGcTaHUMA-NOpOWoOK: GapabaHsl +
- ADAKABKPA CYTIbPAT cyBcTaHUMA-NOpOWOK: GapataHel |
- ABEPTH cyBcTtanywa-nopowok: GaHkk PAPMUEHTP B
- ABEPTIMH cyBcTtanuma-nopowok: GaHkk PAPMUEHTP B
- ABMCHIN cy6cTaHuMA-¥MOKOCTE: ByMara oGepTodHan MHK
--ABMCKN cyBcTaHumA-kmaokocTe: donakoHe ABWMEC HMNE O
- ABOMWH cyGcTanuma-nopowok: naketsl MOCKOBCKMW 3¢
--ABMCAH coipbe pacT.-3kcTpakT cyxoi: mewkn BAPKTEX =
®ATOMENATWMH cyScTaHuma-nopowok: GapataHsl SERVIER
- ADAMAHTIMNPEHWUNAMKIH cy&cTaHuMA-NOpOWoK: Gapate
- ADAMNANEH cyscTtaHuma-nopowok: Mewkk GLENMARK GE!
--AOFENOH cyGcTtaHuma-pacTeop 0.1%: naukw IHOO-PAPM
- ADEMETWMOHWMHA 14-BY TAHOWMCYNEPOHAT cyscTanum:
--ANEHO3WMH TRPIAPOCPATA OMHATPWMEBAA COMNb cyscT:
- ANEHOSWMHTPU®OCPOPHAA KWMCINOTA cyScTtaHuma-nop
- AOVYPEKPWH cy6cTaHuma-nopowok: cnakoHsl CAMCOH-
- AIOHW30 KOHUEHTPMPOBAHHBIA cyGecTaHuma-kuaKo
- AOPEHANWH cyGcTaHuma-nopowok: GaHkn MOCKOBCKWP
- ANPEHANIMHA TAPTPAT cyGeTaHuma-nopowok: Mewkd ME
- ASANENTIMH cyBetanuwma-nopowok: nakeTtsl OPTAHIKA A
- ASATWOMNPWH cyBcTaHuma-nopowok: Bapatadsl ZHEJAN

>

GJ‘EFIMELI,EBTH‘-IECKHE CPEACTES

OIMMUCAHHEM JICKAPCTBCHHOI'O CPEACTBA.
Peectp BAZ

Onucanwe nexapcrBeHHONO cpefcrea 3 - [

PR LB

Hammenosamne: Aromenatun (Agomalatine)

Cepencer Cnpaeka

AxTHEHOE BemecTEBO: agomelatine
Per. somep: TICP-002169/10

Jarta peracrpaman: 17.03.10
Baagenen per. vaocr.: SERVIER LABORATORIES (®pannun) nponzeegeso
ORIL INDUSTRIE (®pasunsn)

JJEKAPCTBEHHAA ©0OPMA, COCTAB H YIIAKOBEKA

CYOCHIGHUNA -TIOPOMOK.

droMEJIaTHH

1 BT - MemEM monUaTHACHOEEIE (1) oBvXcrofinee - bapabane! KapTOHHEIE.

OIMHCAHHE AKTHBHOI'O BEIITECTBA.
IIpueegennan Hay4HaA HAQOPMANHA HEJISETCH 0000MAKMed H He MO:KeT OBITE
HCIO0JIbLI0BAHA 118 NPHEATHA PelIeHAs 0 BOIMOKHOCTH NPAMeHeHHA KOHKPeTHOTO

W

AndaentHbll yKazaTens cybocranuymin

Haiinem nexapctBennoe cpenctso "AI'OMEJIATHUH" B pexxume ObICTpOTO TIOMCKA 110 hparMeHTy Ha3BaHUs. JJist 9TOro BBeieM B moJjie hparMeHT Ha3BaHMUS,

Hanpumep, "aro".

Ilar S. ITouck 1eKapCTBEHHOI0 CPEACTBA N0 (pparMeHTy Ha3BaHM.



Toproesbie HAWMEHOBAHWA  AKTWMEHBIE BeLecTEa  PapmauesTdeckne cpegctea Peectp BAJ Cepewcel Cnpaexa

MNowck No HazeaHWoD NekapcTBEHHOMD CpeOCcT Ba

AndasnTHbii yKasaTenb cyboranuwmil

J1u1st 3ammycKka mporeayphl MOUCKA CASTaNTe MEeTY0K MBIIIBI0 Ha KHOIKE IMOUCKa .



Iar 6. Pe3yabTaThl NOMCKA JIEKAPCTBEHHOI'0 CPEICTBA MO ()parMeHTy HA3BAHMS.

Toproesle HAMMEHOBAHWA  AKTWBHBIE BewecTea  PapmauesTmdeckne cpegerea Peectp BAJ Cepsucer Cnpaska

Haipgexno cybecranumia: 2

Toproeoe e Jomer Bnagenew, C
i['-'\l.;q]:lﬂBHTthﬁ yKazaTenb cy6cTaHuMi (Beero: 2722) ” AR TS TaNe OpMa BRIMYyCKa J:l,:‘l’ﬂ per. MHCTPYKLMEdH
&l [ Ta¥al Lac
IL] 1 AFOMENATWH cybictanuma-nopowok:  TTCP-0( SERVIER
[N] fapabaHbl 17.03. LABORATORIES
-[S] (PpaHums)
[A] NpoM3sEacHD [ ]
(6] ORIL
w[B] INDUSTRIE
[r] (DpaHuma)
(1] 2 |KAIouen cybcTaHuma-nopowok: | P HUAPMEOMK
[X] BaHku NOO10¢ DAPMA ]
NEY 13.08.( (Poccua)
w-[W]
w-[A]
w[K]
(]
[M]
[H]
m[0]
@[]
m-[P]
=-[C]
[ T]
w[¥]
B lP] s

AndasnTHbil yKkaszaTenb cyboranumil

PeByHBTaTBI ITOHMCKA BBIIAKOTCSA B BUC Ta6J'II/II_H>I. I[J'I}I Hepexona K OKHy C OIITMCaHUEM HeKapCTBeHHOI‘O CpeI[CTBa ABAX/bI ICJIKHUTC MBIIIIBKO HA BBIGpaHHOI\/'I
CTPOKE TaOJHUIIBI.



Pabora ¢ andaBuTHBIM yKa3aTejieM aJJIePreHoB.

Hlar 1. Beioop andaBuTHOr0 ykasareJsi aJlIepreHoB B aHeJIH MEHI0.

H Bugant. /lekapcTBEHHEIE NPENapaTel U TOE3PEI aNMTEYHOTO BccopTumenTa B Pocona, = a X
Toproeble HaWMEHOBaHWA  AkTuBHbIE BewecTea | PapmauesTdeckne cpegctea | Peectp BAJL  Cepeucel Cnpaeka

CyBeTaHummn -
JJIeKTPOHHLIH CHIPABOYHHE  Anncprens [cTBeHHBIE T e
npemapaTtel H TOBAPHI allTE AmarHocTikymb Ta B Poccun».

MuTatentHble cpeabl

«Bupans. JlexapcTeeHHEle IpenapaTtsl M TOEAPEI AlTEYHOT0 ACCOPTHMEHRTA E Pocciim —
IPOrpaMMHEIH KOMILICKC INIA OCYVIIecTEIeHNA ToCTyIa K baze naHHE Bupans, mocTaenaeMoil kak

HacTe IIpOrpaMHOTO KOMITICECA.
Herounnkn JAHHBIX:

+ [ ocynapcTeeHHBIN peecTp NeKapcTBeHHbIN cpencts MunmcTepeTBa snpasooxpadenna P&,
+ Pepgepaneuriii peectp PocnoTpebHanzopa PO,
s OduiHansHo YTRepH#JIEHHbBIE HHCTPYELMH 10 TPUMEHEHHED.

«BII,'.I;IJI]:. .;IEK;IPCTBEIIIII:IE npenapaTtkl H TOBAPEI ANTEYHOI? ACCOPTHMEHTA B Poccam»
COOEEHT CIeIVHINHEe TaHHBIE:

» HomenenarypHbrx rmosmuipit:
O JIeKapCTEeHHEBIX IpenapaTok - bomee 21700;
o bHomormiecknx akTMBHBIX nobasok (BAT) - Gomee 15000); T T O G
o TpoH3EOoAuTeNell - bomee 1500;

+ Onmcannii aKTMBHEBIX BemecTs - bomee 3000

s Kmnnro - ©@apMaronornecsiil yKasaTels;

s Hozonormaecrnii veazatens;

o ATX crcTemy EnacCHQHEAL;

s Dapmaro - TepaneETHYECEHIT VEA3ATENE;

Kancuna®
Onatpesecaet apamsups, Mawaor

o Mudopmarnio 10a DOMOMHHTENEHEIX CEPEHCOR: W ; | f 2 LL]I ]) CHERARU]
[ ]_l—mﬂmﬁﬂ NERKanCTREHHOT D menﬂf‘ﬁ{"m“ﬂ OHemanaToR - E‘

OTOT yKa3arenab OyJeT OTKPHIT MOCe HIeTYKa MbIIIbIo Ha myHKTe "JlekapcTBenHble Cpeacta', "AsuiepreHsl” B HTaHETH MEHIO.



Hlar 2. OTKpbIT aj(aBUTHBIN yKa3aTeJb alJIepreHoB.
Toproeble HaMMeEHOBaHWA  AkTuBHbIE BewecTea  Papmauestndeckne cpegetea Peectp BAJ Cepeucel Cnpaeka

MNowuck no HassaHwo NEeEKapcT BEHHOD CpeEncT B4

- ANdaBUTHRIA yKkazaTens annepreHoe (Becero: 105)
m-[A]
[rl
e[
w-[1]
E-[M]
w-[H]
@ [0]
m[C]
e[ P]

AndiaBUTHEIH YKa3aTenb annepreHos

[Ipenmonoxum, Bac untepecytot nekapctennoe cpenctso "AJIJIEPT'EH U3 TTbUJIbLbI BEPE3BI". MoxxHO BOCTIONB30BaThCs an)aBUTHBIM yKa3aTeIeM W
PEXKUMOM OBICTPOTO MOUCKA JIEKAPCTBEHHOT'O CPEJICTBA MO (hparMeHTy Ha3BaHUs. PackpoiiTe (LIeIY0K MBIIIbIO Ha KHOTIKE «1») HY>)KHYIO BETBb yKa3zaTeJsl.



lIar 3. BoiOpana BeTBb yKa3aTeJs.

Toproebie HaWMeHOBaHWA  AkTuBHbIe BewecTea  PapmauesTnyeckne cpegctea Peectp BAJ Cepeucel Cnpaeka

MNowck No HassaHWo NeKapcTBEHHOND CpeacT Ba

-[A]

.. ANMNEPI'EH BPYLIEMNE3HbLIA XXUIOKWA (EPYLIEMNMIWH) p-p afenyTtpukoxxoro eeen 0.1 ma/noza: 1 mn amn. 10 wr. HMO MMKPOIEH AO (Po
- ANMNEPTEH M3 ANENBCHHA ONA OJWATHOCTHWKIA p-p o/EHYTpUKOXHOMD W NfK BESO.: . B KOMNMEKTE ¢ TECT-KOHTpONsHEM p-por BUOMELD wm. M. Meurmke
- AIMEPI'EH U3 BENKA KYPWUHLIX AWML ONA DWATHOCTHUKWA p-p o/npoeen. npuk-TecTa M HAKOXHOINO cKapydpMKaLMoHHOro HaHeceHwa 10001
.. AINEPTEH 13 BUEMMOTEYHOA MBI ANA AWMAMTHOCTVKIA p-p A/BHY TEMKOXHOM 1 MK BBEA. 5 MM ¢bil. B KOMMNEKTE © TECT-KOHTPONLHLIM p-pam BUOMED
- AMTMEPIEH M3 NMoBALMHBI ANA AWMATHOCTWKIA p-p O/BHYTPWUKOXHOMD M N/K BBEL.: ¢N. B KOMNNEKTE C TECT-KOHTPONEHLIM p-pom BMOMEL wmM. M. M. Meunnkoe
- AINEPTEH W3 TPEYHEBOM KPYTIbI ANA AMATHOCTMKIA p-p o/eHyTpUKOXHOMO 1 N/K BBEO. hil. B KOMANEKTE C TECT-KOHTPONLHEIM p-paM BMOMED nm. WL
- AMTMEPTEH W3 OA®HMIA ANA OWATHOCTUKW p-p A/BHYTPUKOXKHOMO M N/K BB 5 M (. B KOMNNEKTE C TECT-KOHTPOMLHLEIM p-poM BUOMEL um. M. MeuHmk
- AIMNEPTEH W13 NOMALIHER MbIMK ANA AMATHOCTWKK M NEYEHWA p-p A/BHY TPUKOXHOMO 1 Nk BBEA. . 5 MM N, B KOMANEKTE C TECT-KOHTPONLHEIM P-POM I [
- AMNNEPTEH M3 KENTKA KYPUHBEX AL ONA AMATHOCTWKK p-p ofBHY TpMKOXHOMO BEEL ¢hN. B KOMMEKTE € TECT-KOHTPONeHbIM p-porM BOMEL wr. 1111 Me
- ATTMEPIEH M3 KNEWA DERMATOPHAGOIDES PTERONYSSINUS ONA OWATHOCT MKW M NEYEHMA p-p o/eHYyTpHKkoXHOro 1 Nfk BEen.: 5 MN cn. B KOMNMNeKTe
- AIMMEPIEH U3 KOPOBLENO MOMNOKA [INA AMATHOCTUKW p-p n/HakoxHOro ckapvdgMKaLMOoOHHOIo HaHeceHWA U npuk-Tecta 10000 PNU/mMn
- ANNEPTEH M3 NMMOHA ONA AWMATHOCTWKK p-p o/npoBeneHWA NpUK-TECTE W HAKOXKHOIO CKapudguKaumoHHoro HaHecenua 10000 PNU/mn: 4.5 mn don. B komns
- ANMMNEPTEH M3 MAHOAPHA ONA JWATHOCTWKIA p-p o/eHY TpHMKOXKHOMD W NfK BEEO.: . B KOMMNEKTE € TECT-KOHTpONsHEIM p-por BUOMELD v, MM Meurmke
- AMMNEPITEH M3 MACA KYPWLBI AMNA OWATHOCTWKI p-p o/BHyTpyKOXHOro BEBE. . B KOMMNEKTE C TECT-KOHTponsHeM p-por BHUOMED M. M. MeuHukoea
- AINNEPITEH M3 MACA Y TKI OMNA OMAMHOCT KA p-p 4/eHY TPHKOXHOro BESL.. doll. B KOMMNEKTE € TECT-KOHTPONEHEIM p-poM BMOMEL umM. K. .MeuHukoea OA
.. AINEPTEH 13 OBCAHOM KPYTbI ANA AMATHOCTMKIM p-p o/EHYTPUKOXHOMD BEEA. chll. B KOMANEKTE C TECT-KOHTPONLHLIM p-poM BUOMELD umM. WM Meunmkc
- ANMNEPTEH K3 NEPA MOOYIWEK OMNA OWATHOCTWKK M NEYEHWA p-p o/BHYTPUKOXHOIO W Nfk BE&O.: 5 MN . B KOMMNNEKTE © TECT-KOHTPOMBHEIM p-pOM W pai
- ANEPTEH W3 MIUEHWYHOW MYKIM ANA ANATHOCTWKIM p-p o/BHYTPMKOXHOO BBE0. diMl. B KOMMNEKTE € TECT-KOHTpONLHEIM p-poM BUOMED um. MM Meunn
- ANMNEPTEH W3 MIUEHWYHOW MYKIM ANA AWATHOCTWKM p-p o/npoBen. Npuk-TECTa U HAKOXHOMO CKAPUMKALMOHHOMO HaHeceHna 10000 PNUJmn: 4.5 mn dn. |
.. ANMNEPI'EH K3 MNbiMNbLibl AMBPO3WA MNMONbIHHOMMC THOW ANA AMATHOCTUKKA M NEYEHWUA p-p 0fHakoxHOro cKkapugMKaLMOHHOI0 HaHe
.. ANMNEPIEH M3 MNbiNbLILI EEPE3H BUCAYEW INA OMATHOCTUKM M NEYEHWA p-p 0/HakoxXHOMo cKapudWKaLMOHHOM0 HAaHECEHWA, BHY TP
- AINMMEPIEH M3 MNbiNbLBH OYBA YHEPEIWHATONO N4 AMArHOCTHUKKA M NEYEHWMA p-p afHakoxHoro ckapugUKauMoOHHOIO HEBHECEeHWA. BHY"
- AIMMMEPTEH M3 MbiNbLB EXXKM CEOPHOW ONA OMATHOCTHMKM M NEYEHWA p-p O/HEKOXHOM0 CKapMGWKaLMOHHOMO HaHECEeHHWA, BHYTPHKOX v

>

AndasnTHbIi YKa3zaTent annepreHos

I[J'I}I nepexoaa K OKHY € OIMMCAaHUCM JICKAPCTBCHHOI'O CPCACTBA ABAXKbI ICJIKHHUTC MBIIIBIO HA BbIGpaHHOI\/'I BCTBH yKa3aTcCJid.




lar 4. OxHO ¢ onMcaHWEM JIEKAPCTBEHHOI0 CPeACTBA.

Toproesbie HAWMEHOBAHWA  AKTWMEHBIE BELecTEE  PapmauesTdeckne cpegetea Peectp BAJ Cepeuce

Cnpaeka

Mouck no HazsaHwo Onucanwe nexKapcreeHHONO cpencrea

]
&
- AndaBMTHBIA yKazaTens annepreHoe (Bc ~ @ @
B [A]
. ATMEPIEH BPYLEINTIE3HbLIA XWIOKW HanmenoBaHEHe: AlepreH |3 NBLILNBI fepelbl BHCAYEH 118 IHATHOCTHKH H JIe4eHHA A

- AMNEPTEH W3 ANENBCKWMHA ONA OMATHO
- AIMMEPINEH U3 BENKA KYPHUHBIX AL
- AMNEPTEH W3 BEMENMOTEYHOW Mbin ar
- AMNEPTEH W3 MOBAAMHEI ONA OWAMHOC
- ANMNEPIEH W3 TPEYHEBOW KPYMLI ANA [
- ANNEPIEH W3 JAPHWIA ANA OMATHOCTIA
- ANMMEPTEH W3 DOMALIHEX NbiNiA ANA QA
- AMNEPTEH W3 XENTKA KYPKWHBIX AL A7
- AMNEPTEH W3 KNELWA DERMATOPHAGOIL
- AIMMEPIEH M3 KOPOBLETO MOMOKA
- AMMNEPIEH W3 NMIAMOHA ONA OWATHOCTIA
- ANNEPTEH M3 MAHOAPWMHA INA OWMATHO
- AMNEPTEH W3 MACA KYPWUBI ANA OWATH
- AMNEPTEH M3 MACA YTKIK ONA OMATHOC
- ANMNEPTEH W3 OBCAHOW KPYMbI ANA 04
- ATMEPTEH W3 NEPA NOOYLWEK OMA OWAI
- AMNEPIEH W3 MWEHWYHOA MyKA ANA 1
- AMNEPIEH K3 MWEHWYHOA MyKIA ANA 1
- AIMMEPIEH M3 MNbiNeLUB AMEPOZ2MA T

8 AITTNIEPIEH M3 MNbiNbLB BEPE2L] BIA(

- AITMEPINEH M3 MNbiNbLUL IYBEA YEPEL

>

(Allergena ex pollene arborum et frutorum pro diagnostica et curatione (betula pendula))

AxTHBRHOE BemecTBO: non appropriated

Kog ATX: V01AA05

K®I': Humyroaorugecknil npenapat. Anaepren
Per. somep: JIC-000565

Jata peracrpaman: 05.07.10

Bnagenen per. vaoct.: HITO MHKPOI'EH (Poccun)

JEKAPCTBEHHAA @OPMA, COCTAB H YITAKOBKA

Pacmeop OIA HAKOHCHOZO0 CRAPUPURAUNOHHOZ0 HAHECEHIA, SHYIMPUKONCHOZO 1

1 mx
HOOKONCHOZO 86C0EHILA
= 10000
AIIEpreH M3 MEUIBLE] Oepessl BEMCAYE 1A IHarHOCTHEM K JIeTeHHA PNU

Benomozamensusie eeugecmea; HaTpuit dochopHOEMCIEIL, nBviaMemenssit, 12-sonuent 056 r/n,
ranuit docdoprormenelit, ogHozamemenHeit (.36 r/n, natpua xnopnua 5 r/n, dexon (KoHCepEAHT) OT W

07 oo (0408 oope oz

AndaenTHBI YKazaTenk annepreHos

Haiinem nexapctBennoe cpenctso "AJIJIEPTEH U3 TTbIJIBLIBI BEPE3BI" B pexxume ObicTporo moucka o ¢pparMeHTy Ha3BaHus. JJ1st 3TOro BBEIEM B T0JIE

(dparMeHT Ha3BaHMsI, HapuMep, "oepes".

Ilar S. ITouck 1eKapCTBEHHOI0 CPEACTBA N0 (pparMeHTy Ha3BaHM.



Toproeble HaMMeEHOBaHWA  AkTuBHbIE BewecTea  PapmauesTndeckne cpegctea Peectp BAJ Cepeucel Cnpaeka

MNowck No HassaHWo nexkapcTBEHHOMD CpeacTBa

AndasnTHbIi YKa3zaTenk annepreHos

Jl1st 3ammycka mporeayphl MOUCKA CASTaNTe MEeTY0K MBIIIBI0 Ha KHOIKE IMTOUCKa .



Iar 6. Pe3yabTaThl NOMCKA JIEKAPCTBEHHOI'0 CPeICTBA MO ()parMeHTy HA3BAHMS.
Toproesle HAaMMEHOBAHWA  AkTWBHBIE BelecTEa  Dapmauestudeckue cpeactea Peectp BAJL  Cepsucel Cnpaska

Haipeno anneprexos: 4

Homep

Toproeoe Bnapeney per. C

?ETaB“THH“ ykazaTens anneprenos (Beer ¥ o ucnosanue PO PR STy I':tgt:;il. YAOCTOBEPEHHMA | MHCTPYKLMEH
ol
+ [Tl 1 ATUIEPI'EH M3 PP A/HAKOXHOTO NC-000z HMO MMKPOIEH
m-[0] MbrbLibl BEPE3LI | cxapugukaymoHHoro 05.07.1( (Poccua)
[N] BHUCAYEM OI1A HAHEeCEeHWA,
5 [M] OUATHOCTMKM M1 BHyTpMKOXHOrO ¥ N/ Beefq.
[H] NEYMEHWMA 10000 PNU/mMn: 5 mn ¢n. B
; (0] KOMINeKTe c
[C] Tecr—murpt_:unhunﬁ M
S [P] pa3BogAled XWAKOCThIO
) 2 | MWMKCT-AINNEPIOWMA | p-p ana nfk eeegenna 10000 P HMNC MHMKPOIEH
MbINBLUEBOW PNU/MnR: 5 mn . B komnnekTe | NOOO&73| (Poccwka)
OINbXK, BEPE3bI, C pa3BogALlER XMOKOCTEH 300413 ]
NEWWHBI O1A
NEYEHMA
3 CTANOPAINb Kannw nogbAsedHee 10 NCP-008! STALLERGENES
"ATNEPTEH WP/mn: 10 mn cpn. 18.08.10| (T paHumMA) O
MblNbUbl BEPE3LI"
4 CTANOPAIE Kannu nogbAskidHee 300 NCP-008! STALLERGENES
"ATNEPTEH WMP/mn: 20 mncon. 2 wt. B 18.08.12 | (DpaHumA) i
MblNeUbl BEPE3BI" KOMMMNEKTE C ABYMA MKW TpeEMA
LO3aTopaMn

AndasnTHbill YKa3aTenb annepresos

PeByHBTaTBI ITOHNCKA BBIIAKOTCSA B BUAC Ta6J'II/II_H>I. I[J'I}I Hepexona K OKHy C OIIMCaHUEM HeKapCTBeHHOI‘O CpeI[CTBa ABAX/bI ICJIIKHUTC MBIIIIBKO HA BBIGpaHHOI\/'I
CTPOKE TaOJIHUIIBI.



PaboTra ¢ aindaBuTHBIM yKa3aTejieM JUATHOCTUKYMOB.

lar 1. Beioop andaBuTHOrO yKasaresisi IMarHOCTUKYMOB B NIAHEJIHd MEHIO.

i Buaane. flekapcTeeHHbIE NpenapaTel U TOBAPE aNTEYHOMO accopTUMeHTa B Poccua, — | x

Toproesie HAWMEHOBAHWA  AKTWEHBIE BeLecTEa | PapmauesTdeckne cpegctea | Peectp BAJ Cepewcel Cnpaeka

CyBeTaHumm
o ~
JIIEKTPOHHBLIH CHIPABOYHHE  Anneprens TBEHHbIE e s
npenapaTbl H TOBAPHI aNTe|  Avarsoctukyme iTa B Poccun».

[uTaTensHbIE C PEdel

«Bupans. JlekapcTeeHHBIe IPeniapaTsl M TOBAPE] AITTENHOID aCCOPTHMeHTa B Poccimy —
IPOrpaMMHEI KOMILICKC INIA OCYVIIecTEIeHNA JOCTYIA K baze naHHE Bupane, nocTaenaeMoil Kak
HACTE [TPOTPAMMHOT0 KOMITIEECA.

Herounnkn JaHHBIX:

+ [ocynapcieeHHEI peecTp NeKapCTEeHHEIN cpencTe Mummcteperea sgpasooxpanenna P&,
s Denepansneii peectp Pocniotpebuanzopa PE;
s Odupansso yTEepiEIeHHEIE HHCTPYELMH 10 ITPUMEHEHHED.

«BIIH:I.TI]:. .;IEKHPCTBEH]II’:IE openapaTel H TOEAPEI ANTEYHOID aCCOPTHMEHTA B Poccum»
COTEEHT CIeIVHINHe TaHHbIE:

+ HomenmnarypHemx mosmpmii:
O JIeKapCTEeHHEBIX IpenapaTok - bomee 21700;
o buonornmiecknx akTMBHBIX nobasok (BAT) - bomee 15000; T B0 e
0 mpoMEoAuTEneil - bomes 1500; e

+ Onmcannii aKTMBHEBIX BemecTs - bomee 3000 napescaet apomouuaa, Mewme =

Knuamro - @apmaronornyecrnii veasaTens; VI D A l

+ Hozomormuecknil vasaTens; 4

o ATX crcreMmy EnacCHQMEALTH; -

DapMaro - Teparnes THYeckHil VEA3ATENE;

HMudopmarnie 11 nomolHHTEIRHEIX CEPEHCOR: W

0 ”mnmma NEEANCTREEHHOTO B2AMMOTAHCTRIME INeTanaToR

BHIAINBL CIIEILTHANHC

TOT yKa3aTellb OyJIeT OTKPHIT IOCIIE IIeTYKa MBIIILIO Ha ITyHKT KapCTBEHHBI JICTB MarHOCTUKYMBbI" B TTaHEIIH MEHIO.
9T0 azarelib OyJeT O ocJIe merJKa O Ha e "JlexapcTBe e Cpencrra", "/Ilmaraoc " B ImaHe CHIO



Hlar 2. OTKpbIT aJ(aBUTHBINI yKa3aTeJlb THATHOCTHKYMOB.
Toproeble HAaMMEHOBAHMA — AkTWBHBIE BewecTea  PapmauesTudeckue cpegerea Peectp BAJ Cepeucer Cnpaska

AndaBnTHBIR YKasaTenb AHarHoCTHKYMOB

[pennonoxum, Bac unrepecyror nekapcrsennoe cpeactso "MAKPOTEX". MoXHO BOCIIOJIb30BaThCsl all(paBUTHBIM yKa3aTeJIeM WIH PEKUMOM OBICTPOTO
MIOMCKA JIEKAPCTBEHHOI'0 CPEJCTBA MO (PparMeHTy Ha3BaHMUS.
PackpoiiTe (I1e190K MBIIIBIO HAa KHOIIKE «+») HY>KHYIO BETBb yKa3aTelsl.



lIar 3. BoiOpana BeTBb yKa3aTeJs.

Toproesie HaMMEHDEAHWA ~ AKTMEHBIE BElwlecTEa  Papmauestndeckmne cpegetea Peectp BAJ  Cepewcer Cnpaska

[Nowuck No HasBaHW Nexka PCTBEHHOMND COEOCT B

- AndaBuTHHA yKazaTenk aMarHocTHKyMoe (Beero: 48)

[0

[ XK ]

- [ N ]

=-[M]

M-MOOBEH3MNTYAHMOMH, 1231 p-p o/e/e BEeneHWA He MeHee 100 MBk: don. 400, 800 wnw 1000 MBk Paguessid MHCTUTYT wM. B.I XnonuHa HMO YT (Pocoua)
MBI, 1231 p-p o/e/e eeeneHma 150-300 MBk/1 Mn: 100, 150 mnw 300 MBk don. PenepaneHbiil LEHTP NO NPOEKTUPOBAHWID 1M PE3BMTWH 06LEKTOB AAEpHOM MeOMLMHEI
w-[H]

- [C]

w[T]

=-[¥]

w-[P]

w-[U]

AndaBNTHBIN YKaZaTens QUarHocTHKYMoB

I[J'I}I nepexoaa K OKHY € OIMMCAHUCM JICKAPCTBCHHOI'O CPCACTBA ABAXK/bI ICJIKHHUTC MBIIIBIO HA BbIGpaHHOI\/'I BCTBH yKa3aTcCJid.



Iar 4. OxHO ¢ onMcaHWEM JIEKAPCTBEHHOI0 CPeACTBA.
Toproesie HAMMEHDEAHWA  AKTWEHBIE BELecTEa  DapmauesTudeckne cpeactea Peectp BAJ  Cepewcer Cnpaeka

OnucaHuwe nekapcrBeHHOrO cpefcrea

_ 99 99 e
. ANpaABUTHLIA yKa3aTens AMarHocTuKyMoe (Beero: 48) Hanmenoeanne: Magporex ~ " Tc (Macroteh, " " Tc)
&[]
w-[ K] _
@ [W] AxTHEHOE BelecTBo: non appropriated
m-[A] Kog ATX: VO9EBO1
2-[M] Per. momep: JIC-002157
. M-MOABEH3MNTYAHWOMH, 1231 p-p ofe/e ssenernn ve meifll Tata permcrpamuam: 24.06.10
MWBI", 1231 p-p o/e/e eeeneHna 150-300 MBk/1 mn: 100, 150 will Baagenen per. yaocr.: JHAME] (Poccus) ynakosaso MEDI-RADIOPHARMA
i MAKPOTEX 99MTC nnodwnn3at ofnpwr. p-pa 0/e/e BBeneH (Bernrpus)
w-[H]
- [C]
:; } JIEKAPCTBEHHASL ®OPMA, COCTAB H YIIAKOBKA
':; { E]] HJuoguiuzam 0as NpuzomosTEH IR Pacmeopa oI 6/6 66E0eHUR
-
Benovmozamenouvie sewecmsaa; anebyMHH - 2 MT, KOIMYECTE O MAaKPOarperaTos 3x10% mr.,
OI0Ea OHUXIOpHAa gurugpart - 0.2 Mr, percTposel MmoHoruapar - 20 Mr, ackopbuHOEa"
EMCIOTA - 5 Mr, HaTpHua xropug - 4.5 mr.
Pacmesop 014 6/6 66edenua (TOTOBRI IIpenapar).
1 mn
g TexHeit 99mTc 37-148 MEBxr v

AndaBHTHBIR YKa3aTeNb OHarHoCTHKYMOB

Haiinem nexapcrBennoe cpeactso "MAKPOTEX" B pexume ObIcTporo nmoucka no ¢pparmMeHTy HazBanus. [[jis 3Toro BBeieM B nose (pparMeHT Ha3BaHUS,
Hanpumep, "'Makpo".

Hlar 5. Ilouck JiekapCTBEHHOT0 CPeACTBA N0 GparMeHTy Ha3BaHMS.



Toproebie HauMmeHoBaHWA  AkTueHble BewecTea  PapmauesTndeckne cpegetea Peectp BAJ Cepeucel Cnpaeka

MNowck No HasBaHWo nekapcTBEHHOND CpeacT Ba

AndaBnTHBIH YKa3aTenbk OWarHoCTHKYMOB

J1u1st 3ammycKka mporeayphl MOUCKA CASTaNTe MEeTY0K MBIIIBI0 Ha KHOIKE IMOUCKa .



HlIar 6. Pe3yabTaThl NOMCKA JTEKAPCTBEHHOI'0 CPECTBA MO (PPArMeHTy HA3BAHUS.
Peectp BAJ

Hakpeno awarHoctukymos: 1

Toproeble HAMMEHDBAHWA  AKTMBHBIE BELecTEa  DapmMaLieBTHYECKME CPeacTea Cepeucel  Cnpaska

Toproeoe Homep Bnageney per.
(MopMa BRIMyCKa " 5
HawMeHOoBaHWe i YAOCTOBEPEHWMA | MHCTPYKLMEH
1 MAKPOTEX nuodmnuzaT g/npur. p-pa Nnc-002° AWMAaMen
g9MTC o/e/e eBegenuA: ¢n. S wr. 240610 (Poccua) ]
YNaKoBaHo

MEDI-RADIOPHAR!

AndaBNTHBIH YK33aTenb OWarHocTHKYMOB

PeByHBTaTBI ITOHMCKA BBIIAKOTCSA B BUAC Ta6J'II/II_H>I. I[J'I}I Hepexona K OKHy C OIIMCaHUEM HeKapCTBeHHOI‘O CpeI[CTBa ABAX/bI ICJIKHUTC MBIIIIBKO HA BBIGpaHHOI\/'I
CTPOKE TaOJIHUIIBI.



PaboTa ¢ andaBuTHBIM yKa3aTe/ieM NUTATEJIbHBIX CpPe/l.

lar 1. Beioop andaBuTHOrO yKasaressi NUTATEIbLHbIX CPe/l B IaAHEJHU MEHIO.

H Buaane. flekapcTeeHHble npenapaTel M TOBAPEI aNTEYHOMD 3CCopTUMeRTa B Poccun, — O x

Toproesie HAMMEHDEAHWA  AKTWEHBIE BELEecTEa | DapmauyesTdeckne cpegetea | Peectp BAJ Cepewcel Cnpaeka

CyBeTaHumm
DIIEKTPOHHBIH CHPABOYHHE  Anneprens TBEHHbIE ) o
npemnapartel H TOBaphsI anTe Auarnoctiiyniel Ta B Poccumy.

MuTtatencHee Cpedbl

«Bupans. JlekapcTe eHHEIE IpenapaTsl M TOBAPEI AlITEMHOT0 ACCOPTHMEHTA B PoccHiy —
TIPOrPaMMHEI KOMILIEKC I8 OCYIIeCcTEISHHA JOCTVIIA K baze naHHeIX Bunans, nocTaEmaeMoil Kag
YACTH [IPOrPaMMHOTO KOMITIIEKCA.

Herounaxn JaHHBIXZ

+ TocynapcTeenHEBIA peecTp NeKapCTBeHHBIX cpencTs MunmcTepeTBa sopasooxpadenna P&,
« Denepanenrrii peecTp PocnioTpebuanzopa PO,
+ OdrmansHo yTEeps#/IeHHbIE MHCTPYELIHH 10 TPUMEHEHHEID.

{{BII,I[H.T[In. .;IEK‘;I])I:TBE]I]II:IE npemapaTtsbl H TOBAPHI ANITEYHOT D ACCOPTHMEHTA B Poccam»
COOepsEHT CIeIVHINHe TaHHBIE:

+ HomeHEnaTypHBIX ITOZHMLIMIL

NeKapCTEeHHBIX [IpenapaTos - bomee 21700;

Omonormgeckx akTHEHEIX gobaeok (BAL) - bonee 15000;

npoMseonuTeneil - bomee 1500; "

» OmicaHuii AKTHEHEIX BEemecTe - bomee 3000 OrespemasT 00moup.

o Knnumeo - ©apmaronorndecraiil vEazaTens;

+ Hoszomormecsii vEasaTens;

o ATX cuctemy EnaccHQMEALTIN;

+ Dapmaro - Tepanes THIECKHI VEAIATEIE;

« Hudopmaimro 104 DJOMONMHUTEIBHEIX CEPEHCOE: (v
0 nf}ﬂFlF"f}F{.ﬁ TEEANCTREHHOTD BIANMOTEACTREMA MNeTanATOR

[s]

I H 0 J 0T

[ ]

DTOT yKasaresb OyJeT OTKPBIT MOCIIE MeT9Ka MBIbio Ha myHKTe "JlekapcTBernHbie Cpenctea", "[IutarenbHbie cpenbl” B MaHEIH MEHIO.



Hlar 2. OTKpbIT aj1paBUTHBIN yKa3aTeJb MUTATEJIbHBIX CpPel.

Toproesbie HAWMEHOBAHWA  AKTWEHBIE BelyecTEa  Papmauestdeckme cpeactea Peectp BAJ  Cepeucel Cnpaska

AndaenTHBI YKa3aTenb NITaTensHEBIX cpen

[Ipennonoxum, Bac nHTEpECYIOT JIeKapcTBEHHOE cpencTBO "KyabTyphl KIETOK IUIIJIONIHBIX YEIOBEKa ISl 3aMECTUTEIbHON Tepanuu". MoxxHO
BOCIIOJIb30BaThCs ajI(aBUTHBIM yKa3aTeJIeM UM PEKUMOM OBICTPOIO IOUCKA JIEKAPCTBEHHOTO CPEJCTBA MO (hparMeHTy Ha3BaHUA. Packpoiite (IETY0K MBILIIBIO
Ha KHOIIKE «1») Hy»KHYIO BETBb yKa3aTeJsl.



lIar 3. BoiOpana BeTBb yKa3aTeJs.
Toproesie HaMMeHoBaHWA  AkTWeHbIE BewecTtEa  PapmauesTuyeckne cpegerea Peectp BAJ Cepewcer Cnpaeka

-~ AMMpaBUTHLIA YKa3aTens nNuTarensHex cpen (Beero: 4)
=-[K]

KYTb TYPhI KIETOK [IANNOMIHBLIX YETIOBEKA [INHA 3AMEC TUTEINBHOW TEPAITMW kynLTypa KneTok MOHOCNORHanA 0.5 MNH. KNeToK: gnax|
K¥TIbTYPhi KINETOK IMMNMMOMOHLIX YENOBEKA ONA 3AMECTUTENBHOW TEPAINWMA kyneTypa KNeTOK MOHOCNORHaA 11 MNH. KNeToK: 6y ThIN
KYTIb TYPbl KNETOK OUMTMOMOHbLIX YENOBEKA ONA SAMECTUTENBEHOW TEPAINMKM KynbTypa KNeTOK MOHOCNOMHaA 2.5 MNH. KNeTOK: 6y Thl
... KYTIbTYPbI KNETOK OWUMMOMOHLIX YENOBEKA ONA 3AMECTUTENbHOW TEPAIMNMMM KynbTypa KNneToK MOHOCNOAHAA b MNH. KNeTOK: Gy ThUIK

AndaBnTHBIR YKaZaTeNb NMUTATENLHBIX Cpeq

I[J'I}I nepexoaa K OKHY € OIMMCAaHUCM JICKAPCTBCHHOI'O CPCACTBA ABAXK/bI ICJIKHHUTC MBIIIBIO HA BbIGpaHHOI\/'I BCTBH yKa3aTcCJid.



lar 4. OxHO ¢ onMcaHWEM JIEKAPCTBEHHOI0 CPeACTBA.
Toproeble HAMMEHOBAHWA  AKTMEHBIE BelecTEa  Dapmauestudeckne cpeactea Peectp BAJl  Cepeucer Cnpaska

OnucaHue nekapcrBeHHOIO Cpegcrea

Hammenoramre: Ky asTyph! k1eTok IHOI0OHIHLIX 9€10B6KA 104 2aMeCTHTEIbHOH
Tepanud (Human diploid cell culture for replacement therapy)

-~ ANaBUTHLIA YKasaTens NMTarensHeix cpen (Becero: 4)
B-[K
.. KYTIbTYPbHI KIMETOK OUIMTMOMOHbBIX YENOBEKA [I$ s
. KYNbTYPhI KNETOK IMMNOUIHbIX YENOBEKA [Is AxTHBHOE BemecTBo: non appropriated
- KYNbTYPbI KNETOK IMMMOMIHBIX YENOBEKA Arisjl] Koz ATX: V034

K®T': Ipenapat, vayumarwmui TpodHKY H pereHepaniio TKaHeH, 118 Hapy:EH0T0
OpHMEeHEeHHA

Per. momep: P N001402/01-2002

Jata peracrpaman: 15.02.11

Baagenen per. yaocr.: EKATEPHHEYPT CKHH HHH BHPYCHBIX HH®EKITHH
M3 P® (Poccun)

JERKAPCTEEHHAHA @OPMA, COCTAB H YIIAKOBEKA

Kyasmypa kiemor B BHE CIUIOMHOTO CI0A KISTOK, TTOEPEITONO IPO3pavHoil wiH ciabo
OManecHPYIOmell MM TATeIEHOM cpenoil 0T OpaHKeEo-KpacHoTo A0 PO30OBATOTO LIEETA C

pH 7.0-74.

1 ¢

EYNETYPA KNETOK THILTOHNIHEBIX UEJIOBCKA 0.5 mmm. xIeTox

05 oy gpetor - dosrorer crerpapmere (1) - OAYEN EARTOHEEIS

AndasnTHbIi YKa3aTenb NHTaTenbHBIX cpen

Haiinem nexapcrBenHoe cpeactBo "KylbTyphl KJIETOK AUTUIONIHBIX YEIOBEKA JUIs 3aMECTUTEIBHON Tepanuu” B pesKuMe OBICTPOTro MOKcKa Mo (hparMeHty
Ha3zBaHus. Jlj1s1 3TOTO BBE/IEM B moJie (parMeHT Ha3BaHUs, HAapuMep, " MU0,

Hlar 5. Ilouck JiekapCTBEHHOT0 CPeACTBA N0 GparMeHTy Ha3BaHMS.



Toproebie HaumMeHoBaHwA — AkTweHble Bewlectea  Papmayestudeckmne cpegerea Peectp BAJl Cepewcel Cnpaeka

cpencTsa

AndaEvTHHA yKazaTens NnuTarensHex cpen (Becero: 4)
- [K]

AndasnTHLIA YKaZaTenk NITAaTENbHBIX Cpeq

Jliis 3ammycka nmpoueaypsl HOMCKa CENaiTe MIETY0K MBIIIbIO Ha KHOIIKE ITOMCKa .



Iar 6. Pe3yabTaThl NOMCKA JIEKAPCTBEHHOI'0 CPEICTBA MO ()parMeHTy HA3BAHMS.

TCIFII'DEbIE HaWMEHOBAHWA AKTHEHbIE BELLIECTED mEpMELI'EETH‘-IECKHE CpEACTER

MNowuck No HassaHWw nekapc

~ AndaBMTHLIA yKasaTens nurarensHex cpen (Becero: 4)

w-[K] <
2
3
4
£ >

Peectp BAJ  Cepencel

Toproeoe
HauMeHOBaHHWe

KYTNbTYPbI KIETOK
OUNMNOWMAOHBEX
UENOBEKA ONA
3AMECTUTENBHOW
TEPANWA

KYNbTYPLI KINETOK
OMMNoMAaHbIX
UENOBEKA ONA
3AMECTUTENBHOW
TEPANWK

K¥YTIbTYPHI KITETOK
OUMnonaHbBIX
UENOBEKA OJ1A
3AMECTUTENBHOWM
TEPAMAW

K¥TIbTYPLI KITETOK
OUMnovaHbBIX
UENOBEKA OJ1A
3AMECTHUTENBHOM
TEPAIMA

Cnpaeka

Hawpneno nuraTencsHuHA cpen: 4

@opmMa BLIMYyCKa

KyNnbLTypa Knetok
mouocnonHan 0.5
MNH. KNeTOK:
tnakoHb

KyNbTYpa KIeToK
moHocnonHana 11
MNH. KNEeTOK:

By ThINKK

KynbTypa KneTok
MOHOCnOWHan 2.5
MNH. KNeTOoK:

By ThIKKM

KynbTypa Knetok
MOHOCNOWHHaA D
MNH. KNeToK:

By ThUIKKM

' Homep » '

narta

ercTpaum e

P

N001402/0 EKATEPUHE

15.02.11 HUK
BMPYCHbIX
WMHOEKLIMKA

per.

a

P

N001402/0 EKATEPUHE

15.02.11 HUM
BMPYCHbIX
MHOEKLIMHA

P

N001402/0 EKATEPUHE

15.02.11 HUK
BUPYCHbBIX
MHOEKLIMKA

P

N001402/0 EKATEPWHE

15.02.11 HUK
BUPYCHbBIX
MHOEKLIMKA

Bnapgeney

C
MHCTPYKLIMER

Andia BHTHEIA YKa3aTenb NHTaTENbHBLIX Cpen

CTPOKE TaOJHUIIBI.

PeByHBTaTBI IIOHUCKaA BBIAAKOTCA B BUIC Ta6JII/II_H>I. I[.H}I nepexoaa K OKHY € OIMMCAaHUCM JICKAPCTBCHHOI'O CPCACTBA ABAXK/bI HICJIKHHUTC MBIIIBIO HA BbIGpaHHOI\/'I



Paznen "BA/l" cnpaBouynuka ""Bugajsb. JlekapcTBeHHBbIE NIpenapaThbl U TOBAPHI ANTEYHOI0 ACCOPTUMEHTA B
Poccun"

Paznen "BA/1" npennasHaueH i moucka HHGOPMALUU O OMOJIOTHYECKUX aKTUBHBIX 100aBkax (BAJl). Mcrounuk nndopmanuu - OeaepanbHbIil peecTp
Pocniorpebnamzopa PO na BA/I.

[Touck BAJI Bo3MOKEH IBYMsI ClIOCOOaMU:

e 1o asihaBUTHOMY yKazarenaro bAJ;
o 10 asdaBUTHOMY VKazarenaro npoussoaurenaeii bAJ.




Ilar 1. Beioop Braaaku "BA/[" B naHeju MeHIO.

H Bugans. flekapcTeEeHHbIE NPENApaTel M TOEAPEI ANTEYHOMD accopTUmMeHTa B Pocoun, &= O *
Toproesie HawMmeHoBaHWA  AkTueHbiE BeecTEa  PapmauesTyeckne cpegerea | Peectp BAJ | Cepemcer Cnpaska
| AndasuTHbli yrkasatens BAS
JIIeKTPOHHBLIM CIpaBoYHHK «BHAamb. JIeKa]  ronc6Ad no npomssoanrento e e e

npemapathbl H TOBAPEI aOTEYHOI'0 aCCOPTHMEHTA B Poccuny».

«Bupans. JlekapcTeennble MpenapaTsl M TOBAPE] aTEMHOr0 acCOPpTUMeHTa B Poccumy —
IpOrpaMMHEI KOMILIEEC M4 OCYIIECTEISHIE JOCTVIIA K Daze naHHEIX Bupane, MocTaEmaeMoil Kak
YACTE [TPOrPaMMHOr0 KOMITIEKCA.

Herounnkn JaHHBIXI

+ [ocynapcTeeHHEIT peecTp NeKapCTBeHHEIN cpencTe Munmcreperea sopaecoxpanenna Pd;
s Depepaneneii peectp Pocnmotpebuanzopa P&,
s OduipansHo VTEEp#IeHHBIE HHCTPYEITMH 10 IIPHMEHEHHED.

«BII,I[H.TI]:. .JIEK:IPCTBEH]II’:IE OpemapaThbl H TOBEAPEI ANTEYMHOID ACCOPTHMEHRTA B Poccam»
COTEPEHT CIeJVHINHe TaHHBIE:

+ HomemrnatypHbx mosuimii
0 JeKapCTEEeHHEIX NIpenaparTos - bomee 21700;
o buomorHueckMx akTMBHEIX nobasok (BAT) - bonee 15000;
o TIpoM3EOomMTeNei - bomee 1500;

KA PFPIHOIOTH

Kapcuna®

+ Onwucannii aKTMEHEI Bemects - bomee 3000 e e
+ Kmuuro - ©apMaromoriieckiiil YEazaTels; G I
s Hozonormaecinii yrazaTens; e

o ATX crctemy EmaccHMEALTIN,

+ Dapmako - Teparnes THYECKHI VEKAIATENE;

s Hudopmaieo oia DomonHUTEIEHEIX CEPEHCOE: W
0 ]Tﬂ{'}'FlF"fTF(H NEEANCTREEHHOT O B3ATINR OIT F"ﬁ("l"ﬂuﬂ ONETTANATOR




AndasutHbii yka3artejb BAJ{

lar 1. Bei0op yka3aTteJisi B HaHeJIM MEHIO.

H Bugane. flekapcTEEHHBIE NpENapaTtel M TOB3PE! aNTEYHOIC acCopTUMEHTa B Poconn, = O *

Toproeble HAWMEHOBAHWA  AKTWBHBIE BewecTEa  PapmauesTudeckne cpegetea | Peectp BAJ | Cepeucer  Cnpaska

| AndaenTHeld yrkasatens BAS
DJIeKTPOHHBIH CPaBOYHHK «BHaaab. JIeKa]  noncBAl no npowsogureno L T T

npe€napaTtbel H TOBApPhI ANITCYHOI'0 ACCOPTHMCHTA B Poccuan».

«Bupans. JlekapcTE eHHEBIS TPENApaThl 1 TOEAPE] aTTeMHOTO acCcopTHUMeHTa B Poccuy —
MIPOrpaMMHEIA KOMILIEKC 11 OCYINEeCTEISHNE JOCTYIIA K base nanHerx Bupane, mocrapmaeMoit Kak
YACTh MPOrPaAMMHOIC KOMILTEKCE.

Herounnkn JAHHBIX:

+ [ocymapcTeeHHEBIT peecTp NeKapCIEeHHBIX cpencTe MuHNMcTepcTEa snpaEooxpadena PD;
+ Degepaneneiii peectp PocnoTpebranzopa P&,
o OdMHanEHO VTEEP®IEHHEBIE HHCTPYEITMH 10 ITPHMEHEHHED.

«BII,II;E.TI]:. .JIE.‘KEPCTBEH]II’:IE npenapaTtel H TOBAPEI ANTEYHOID ACCOPTHMEHTA B Poccum»
COTEPEHT CIeJVHINHe TaHHBIE:

+ HomenrmaTypHBIX TOSHLIMIL
0 JIEeKapCTBeHHBIX MTpenapatos - bomee 21700;
o bHomorMYecKHx aKTMEHEIX nobaeok (BATT) - bomee 15000;
o TponsBomHTenei - bomee 1500; R
+ Onmcanuii aKTMEHEIX BemecTe - bomee 3000 Ormpamaar sacmuseciSaRY
+ Knmumeo - @apMarkonorndeckil YEa3aTeNlb; )
+ Hozomormuecknii veazatens;
+« ATXE cucTeMy KnaccHQHEALTAN;
+ Dapmako - Tepanes THHeCEMIl YKaIaTelsb;
+ Hudopmalipe g nomolHUTelEHEIX CEPBHCOB: (v
0 Wnnnmma MEEANC TREHHOTO EIAUMOTSHC TREME MNeTanaToR

KA PIHOIDIOT

Dta BKJIaJKa OyJIeT OTKPBITA MOCIIE MendKa MbImbio Ha myHKTe "BAJl", "AndaButHbiii ykazarens BAJ[" B manenu MeHto.



Hlar 2. OTkpsIT ajddpaBuTHbI Yra3aTeab BAJL

Toproesbie HAMMEHOEAHWA  AKTMEHBIE BELecTEa  DapmauesTudeckne cpeactea Peectp BAJ  Cepewcer Cnpaska

Mowck no HazeaHuo BAL

- AndaBUTHLIA yKkazaTens BAJl (Bcero: 18369) A
w-[B]
=8 £
7 [D]
[E]
m-[F1
m[G]
#-[H]
[
- [K]
a[L]
= [M]
[N]

AndaBnTHBIA yKazaTens BAL

[Tpennonoxum, Bac untepecytor BAJl, Ha3BaHMs KOTOPBIX HaYMHAIOTCs Ha OykBY "J1". M0OKHO BOCIIOJIB30BaThHCS ajl(aBUTHBIM yKa3aTeJIeM UIH PEKUMOM
BICTPOT'O MOMCKA IT I'MEHTY Ha3BaHUs.
OBICTPOTrO MOUCKA O (hparme a3Ba
PackpoiiTe (I1e1490K MBIIIBIO HAa KHOIIKE «+») HY>KHYIO BETBb yKa3aTels.



lIar 3. BoiOpana BeTBb yKa3zaTeJs.
Toproesie HawMmeHoBaHMA  AkTueHbie BelyecTea PapmauesTyeckne cpegcrea Peectp BAJ Cepencer Cnpaska

-O-CTPECC xwokocTe BO pnakoHax no 13.3 mn ¢ MexaHuueckum aozatopor MAYOR PHARMACEUTICAL LABORATORIES. INC.
- O-NPOTWMH nopowok no 200, 400 r BRITISH BIOLOGICALS

.. I-CAH xwmokocTe Bo donakoHax no 10 mn wnw no 20 mn c gozatoporm SANOFIFAVENTIS FARMACEUTICALTDA

- O-CAH xwokocTe Bo donakoHax no 10 mn wnw no 20 mn c gozatoporm SANOFIF-AVENTIS FARMACEUTICA LTDA

- O-CAH Ttagnetkw maccoi 120 mr£5% BRUNEL HEALTHCARE MANUFACTURING LIMITED

- O-PEHC Tacnetkm maccoi 1347.0 mr ADAM NUTRITION

- O-MAHHO3A kancynel maccoi 668 mr PHOEMNIX SRL

- N3BMT IKYHWOP xesaTensHele MapMenadHele NnacTunkm maccoid 4.5 r+12.5% TPOKAMTIEBICI. 3.0.0

. IABIT OMETA 3 TOPMOBOW MAPKW HATYBWT TA MM CUCTEM CKIMH PUIXYBEHEWIIH NMPOMPAM  kancyns Maccor 1400 mr SEI PHARMACEUTICALS

- JABMEHWE MMKC  TagneTtkn maccor 0.55 r NEOBMT HYTPUO

- AAOMMALM TP TXAM xmokocTe BO donakoHax unk GaHkax no 100 v 200 mn (r) ARYA VAIDYA VILASINI VAIDYA SALA

- AKX IHBTAH 3ABOM no50r, 100, 250 1 - B NOTpeBMTENLCKOR YNakoBKe ONA peanuzaunn HaceneHuw:, unw no 1 kr, 5 kr, 50 kr 1 100 kr - ANA MCNONB20BEHWA B K
- DAMOKECTWUKO/DIGESTICO kancynsl maccoi 498 mr UAB ACONITUM

-~ OAAPM3KM  kancynsl no 200 mr NITTANY PHARMACEUTICALS

- JAKCKMH nnacTtwHew no 20 r HERBAMED

- JAMNE nopowok no 1r 3ABOA TRAOWUWMOHHEEX NEKAPCTEEHHEIX CPEOCTE

- IAMAAHD, MAPKI NETAWMK ONEHL  kancynsi no 0.3 - CEBEPHOE HY0O0

- IAMIAHA POPTE kancynel maccon 051 BIAC

. TAMIAAHA-KOMITEKC INMOKC  kancyne no 0,370 r BMOTIKA-C

- IAMOPE kancynel maccoi 810 mr COPAP CITA

- AAHMYW NMOO TOBAPHEIM 3HAKOM ®OLBI M MIN SHAN BRAND nmnwnm maccoi 0.2 - POLbI

- IAHKO+ xmnokocTs 8o denakoHax no 100-500 mn PAPMAIEH -

AndasnTHoil yrkasartens BAL

[Ipenmnonoxum, Bac untepecytor BAJl "J13But 6e6u". J[Bax bl MIETKHUTE MBIIIBIO HA BRIOpaHHOU BeTBH ykaszarens. Onucanue bA ] BBIBOAUTCS B HOBOM
OKHE.



IIIar 4. OxHo ¢ onucanueM BAJI.
Toproesie HaWMeEHDBEaHWA  AkTuEHBIE BElecTEa  Dapmauestnyeckue cpegetea Peectp BAJ Cepeucel Cnpaska

Mowck no Haseadme BALI Onucanwe npenaparta

&[0 T Homep — RU.77.99.11.003 E.003670.05.13 ot 08.05 2013 3
. O-CTPECC xwvOKocCTb BO chnakoHax no 13,3 Mn ¢ MexaHw CEHNCTENBCTEA H
- O-NMPOTWMIH nopowok no 200, 400 - BRITISH BIOLOGICAL nara
- O-CAH xunakocTe BO gpakonax no 10 mannmno 20 macy Ilponysarra — OMONOTHHECEN aKTHEHaE nobaeka k mume "J[3enT bebm/D3vit
. 0-CAH xwokocTe Bo dpnakoHax no 10 mnununo 20 Mnc baby" (karicyme! Maccoit 366 ur)
- O-CAH Ttagnetkw maccoi 120 mr+5% BRUNEL HEALTH
. I-PEHC TaGneTku Maccoi 1347.0 mr ADAM NUTRITION Hzrotornena & — criermiuxaliig mpoayKTa
- I-MAHHO3A kancynse maccoi 668 mr PHOENIX SRL COOTECICININILG
RosymesrTaw
- I3BAT ILKYHOP XEeBOTENLHLIE MapHenanHee NacThi Harotoenteny — Kommnanma "Mactep ©apu [lonecka Cr.3.0.0.", 90-752 Jonszs, yi.
. IAEN OMETA 3 TOPFOBOW MAPKIA HATYBTTA MM Cb i)  Shhkcacmen Gt

- OABMNEHWE MMWC  TadneTtkym maccon 065 r NECOBMT H

. IATIVMATIA FPUTXAM XWOKOGTb BO chnaKoHax unm SaH IMomyuarens — QOO "AJIBHIIC ITatent", 109147, r. Mockea, yn. Tarancgas, o. 3

. IAX3HBTAH 3ABOL no 50+, 100, 250 r - & noTpesuTes (Poccuitexan Penepariys)

- DAADKECTWMKQ/DIGESTICO kancynel Maccoi 498 mr L Tponyerma — EnvHEIM cAaHMTApHO-3MHIEMIOMOTMYECEMM M THTHeHMY eCEIM
- JAMPU3MM  kancynei no 200 mr NITTANY PHARMACEL COOTBETCTEVET TpeboRannaM K TOBapaM, IMOITeKAMMM CaHH TapHo-

- DAKCWMH nnactuHkm no 20 r HERBAMED MM EMHOIOTHYeCKOMY HAI30pY (KOHTPOIEO)

- NANB nopowok no 1r 3ABOO TRPAOWMUMOHHGBEX TTEKAF

. IAMAAHb, MAPKM NETALMR ONEHD kancynsi no 0,31 e

. IAMWAHA POPTE kancyns Maccoi 05 1 BUC IPUMEHEHHE CITELMATM3MPOEAHHEIE MATA3MHBI, 0TIl TOPTOBO CETH B
- IAMWAHA-KOMMNMNEKC NHOKC  kancyne no 0,370 r BAOT KaecTEe OMOMOTHYECKH AKTHEHO 100aBHN K [HIE -
. AMOPE kancynel Maccoi 810 mr COPAP C A mornoaHHTensHOTo neToyHnka nTamusa J(TIPHIIOREHHE)
- IAHTYA NOA TOBAPHbBIM 3HAKOM ®OLBI L MIN SHAN Pexomennatmm ro MpHMeHEHMEO: IETAM C POXICHHA 0 1 Kancyne
.. IAHKO+ xmokocTs BO ¢pnakoHax no 100-500 mn PAPMA |, E OeHb. [loEepHYTE M CIOMATE KOHYMIE, 33TeM EBDEATE CONSPEIIMOe
< T T, EATICYIIEI B POT MIIH PA3ESCTH B TPYIHOM MOJIOES. v

AndasnTHBIl yKazaTens BAL

Haiinem BAJI "JI3BuT 6e0u" B peskxrMe ObICTPOTo MOUCKa 1Mo (parMeHTy Ha3BaHus. st 3Toro BBeAeM B moJie (hparMeHT Ha3BaHUs, Hampumep, "oeou".

Hlar 5. Ilouck BA/L no ¢gparmeHTy Ha3BaHUS.



Toproseble HaMMEHOBaHWA — AkTWBHBIE BewecTBa  PapmauesTudeckne cpegetea Peectp BASJL Cepeucer Cnpaska

MNowck no HassaHwe BALL

- AndraBATHHIA ykasaTens BAJIL (Beero: 18369)

o [A]
[B]
F[C]
(D]
1-[E]
- [ F ]

AndasnTHbIR yKasaTens BAL

J11st 3ammycKa mporeayphl MOUCKA CAETalTe MEeTY0K MBIIIBI0 Ha KHOIKE IMTOUCKa .



Hlar 6. Pe3yabTarsl noucka BAJl mo ¢pparmenTy Ha3BaHus.

Toproesie HAMMEHDEAHWA  AKTMEHBIE BElecTEa  (apmauestndeckmne cpeactea Peectp BAJ  Cepewcer Cnpaska

Mowck no HassaHue BA Hanpeno BAL: 9

Homep

~ ¥ Hazpanme MopmMa BLINYCKa M gaTta MNMpouzeoguTEnL
AMCTpaLy
1 |BEBEWMBKNT *¥epaTenbHele TabneTkn Maccoi 1374 |RU.77.99.1ULTRA NATURE
Mr oT INTERMNATIONAL
2 |BEBHMCAH pacTeOp MacnAHeIR BO (hNakoHax RU.77.99.1S5AGITUS
03 KAMNIMK | gozvpyowen nuneTkol no 10 Mn oT
3 |BEEEWMCAH ¥WAKOCTE BO dpnakonax no 100, 150, |RU.77.99.8 KOPOINEBDAPM
OETCKWIA 200, 250, 300 mn oT
MATHWIA 16.04 2018
4 |BAK-CET NOPOLWOK B cawe maccol 1r - anA RLU.77.99.1PROBIOTICS
BEEW pEanU3aLMKn HaAceNeHW, B YNaKODBKE |OT INTERNATIONAL LTD.
"in bulk" no 4000 cawe - gnA 20.07.201€¢

nocnegywwel pactacoBkun
5 | BEEM®@IIOP | nopowok B cawe-nakeTax maccon 3,0 |RU.77.99.TMACTEP ©®APM C.A..

r oT
6 O3BMT Kancynel maccoi 366 mMr RU.77.99 1 MACTEP ©®AFPM
BEBW/D3VIT ot MONbCKA CM.3.0.0.
BABY 05.05.2012
7 HATYMA KMOKOCTE BO onakoHax no 10 mn, RU.77.99 32 TEMA LABORATORIO DI
BAKTOM®INOR nakeT-cawe Mmaccol 2,5 1 W KpeILWKa © | OT RICERCA ITALIAS.R.L.
BEEEW LO3MPYHLWER NUNEeTHOR 02.11.2015
8 | POTABMOTWI nopowok B nakeTukax no 3,0 r RU.77.99. 8 KENDY LTD
BEBW oT
9| @UTOYAN |dunsTp-nakeTtsl no 1,0 r, naukn no RU.77.99. 1 3AMOHA PAHO
) "BEBMDUT" |50 r oT o

AndasnTHBIA yKazaTens BAL

Pesynbrarom mowncka siBisieTcs Tabauia co cnuckom HaiaeHHsIX BAJL. s nmepexona k opucanuto BAJ[ 1BaKabl MIETKHUTE MBIIITBIO HA BEIOPAHHOM CTPOKE
TaOJINIBL.



AndaBuTHbIN yKa3aTe b npousBoaureae bA /|

Hlar 1. BeiOop yka3aTeJisi B HaHeJIH MEHIO.

H Buaane. flexapcTEeHHBIE NPENapaTel M TOBAPE] aNTEYHOMD aCCOPTUMEHTa B Poccui, = a >

Toproeble HaMMEHOBaHWA  AkTuBHbIE BewecTea  PapmauesTnyeckne cpegetea | Peectp BAJ | Cepeucel Cnpaeka
AndaenTHeIR yrasaTtens BAS

JJIeKTPOHHBIN CIPaBoYHHK «BHaaas. JIeKka]|  NonccBAlno npowssomrmeno G S e
npenapatbl H TOBapbl aITEYHOr0 accopTuMeHTa B Poccum».

«Bupans. JlekapCTE eHHBIE TPETIAPATEI I TOEAPE] AITTeYHOT0 accopTMeHTa B Pocciiys —
[POrpaMMHEIHA KOMILIEKC Ui OCYIEcTEIeHWS JocTyIa K baze nanuer Bupans, mocTaenaeMoil kax
HACTE MPOTPAMMHOTC KOMILITEKCE.

Herounnku JAHHBIX:

+ [ocymapcTeeHHEI peecTp NeKapcTEEHHBIX cpencTe MunncTepeTEa 3opagooxpadenna Pd;
+ Degepancueii peectp PocnoTpebuanzopa PO,
o OduIHanEHO YTEEPM¥IEHHEIE HHCTPYELHH 10 ITPUMEHEHHED.

«BII,I[E.TI]:. .;IE.‘KEPCTBEH]II:IE openapaTekl H TOBAPEI ANTEYHOID ACCOPTHMEeHTA B Poccum»
COTEPIEHAT CIeIVHINHE TaHHBIE:

s HomemenatypHex mosmipit:

NEEaApCTE eHHBIX MpernapaTtos - bomee 21700;

DHomOTHYeCENY aKTHEHEIX fobaeok (BATD) - bomee 15000;

npoussoguTened - bomee 1500);

s OnucaHuil aKTMEHEIX EemecTE - bomee 3000

+ Knunmeo - @apMaronorndeckiil VEA3aTENb;

Hozonoruecrnit veazaTtens;

+ ATX crcTeMy KnacCHQHEALTHH]

Dapmaro - Teparnes THYECEHIT VEA3ATENE;

Hudopmaryo qna AomolHUTENBHBIX CEpBHCOB: (¥
O ]Tmn?nma MEEANCTREHHOTO BIAMMOTEHCTRME TNeTAnNATOR

e
o
o
o

A H 01 0T

(]

Ota BKJIaaKa OyJeT OTKphITa MOCIIe Iemuka Mblmbio Ha myHKTe "BAJl", "AndasuTHblil ykazarens npousBoauTteneii bAJl" B manenn MeHro.



Hlar 2. OTkpbIT aj(paBUTHBIN yKka3aTeab npousBoaureseii Al

Toproewie HanmeHoBaHnA  AkTweHble Bewgectea  PapmauesTuueckne cpegcrea Peectp BAJ Cepewcer Cnpaeka

AndasnTHbIl yKasaTens nponssogurenei BAJ]

[Tpennonoxum, Bac untepecyror npousBonutenu bAJl, Ha3BaHus KOTOPHIX HauMHaIOTCA Ha OykBy "/[". MOXHO BOCIONIB30BaThCs all)aBUTHBIM yKa3aTeleM
WJTU PEKUMOM OBICTPOTO TTOMCKA 10 (hparMeHTy Ha3BaHUS.
PackpoiiTe (I1e190K MBIIIBIO Ha KHOIIKE «+») HY>KHYIO BETBb yKa3aTels.



lIar 3. BoiOpana BeTBb yKa3zaTeJs.
Toproeble HaWMeEHOBaHWA  AkTuBHbIE BelyecTea  Papmauestrdeckne cpeactea Peectp BAJL  Cepsucel  Cnpaeka

=[] -
- IIA B3 13 KYNbTYPA

- IIABYP UHIMA

.. DABYP MHIOMA NTI (DABUR INDIA LTD))

- NANA

. NAMBAHCKAA KOMIMAHMA M0 PA3BUTHIO BMO TEXHOMOMMM WEHBLIY AT
.. NAHA®A PAPMACBIO TUKAN [DKOVMHT CTOK KOMMAHU

. IAPEBUTA

- NIAPHI ANTAA

. NAPHI BALIKMPUA

- IATYH

.. IA®TNOPH 000

. NEKO

- NEKO-PAPM

- NENO

.. IETIOH

. IEN®APM rAWAP (DELPHARM GAILLARD)

.. IIENb PUOC

- NEMETPA-TIPOOYKT

- NETIOPAPM

. [IKETIAK MHTEPHEWMILEHI

- I3YKKAPW

. [IMMA KOPE @Y1l G

AndaBnTHBIN YKa3aTens npoussoguTenei bA

[Tpennonoxum, Bac untepecytor BAJl npoussoautens "/laxxsnbTan 3aBoa". JIBaXkpl MEIKHUTE MBIIIBIO HAa BRIOpaHHON BETBH yKa3aTelns. Pe3ynbprarsl moucka
BAJI o BeIOpaHHOMY MPOU3BOUTEIIO BHIBOJSATCS B BUJIEC TaOTHIIBI.



lar 4. Pe3yabratrsl noncka BAJl mo BbIOpAaHHOMY NIPOM3BOAMTEJIIO.

Toproesie HAMMEHOBAHNA Peectp BAJ

AxtmeHbie BewecTBa  DapMaLEBTHYECKNE CPEACTE Cepencel  Cnpaska

HaWgeHo TOproBsix HaMMeHOBaHWA: /4

=[] Ne | Hazpanwe MdopmMa BHNyCKa aarta
.. J[1A BOW 12 KYTIETYPA permcrpaumm
.. 1ABYP MHIAA AKEBWNA, no 50 r, 100 r, 250 r - B noTpebuTensckoi ynakoske | RU.77.99 11 00!
.. [IABYP MHOWA NTI. (DABUR INDIA LTD.) CTEBEINb AnA peanu3auwn Hacenennw; unu no 1 kr, S kr, 30 or 01.11.2012
kr 1 100 kr - AnA MCNONE30BAHWA B KAYECTBE ChIPLA
AN ANBMWMHINA no 50r, 100 r, 250 r - & noTpebutensckoi ynakoexke |(RU.77.99.11.00:
. JANLAHCKAA KOMMAHWA MO PA3BATHUIO BUOTEXH OCTPONWCTH, gna peanu3aunn Hacenenuw; unu no 1 kr, 5 kr, 50 ot 07.11.2012
.. NIAHA®A PAPMACBITUKAI [DKOWMHT CTOK KOMITAI nnodbl kr 1 100 kr - AnA MCNONE30BAHWA B KEYECTBE ChipbA
.. IAPEBUTA AHEMAPPEHA |no 50 r, 100 r, 250 r - 8 noTpebuTensckon ynakoske |RU.77.99 11 .00
.. IAPH ANTAA ACDOOENOBY anAa peanusaumm Hacenexuo, unw no 1 kr, 5 kr, 50 or 02112012
.. [IAPHI BALIKUPHW KOPHEBMIE |kr 1 100 kr - gnA Wcnons30BaHWA B KEYECTBE ChIPBA
- NATYH ACTPAIAN no 50, 100 r, 250 r - & noTpebutensckoi ynakoexke |(RU.77.99.11.00:
.. 1APTIOPH 00 MEPENOHYATE gna peanusaunn Hacenenuw; unu no 1 kr, 5 kr, 50 ot 09.08.2012
_[IEKO KOPEHb kr 1 100 kr - gnA MCNONE30BAHWA B KEUECTEE ChIPEA
.. NIEKO-PAPM ATPAKTWNIOOEno 50 r, 100 r, 250 r - B noTpebuTensckoi ynakoeke |RU.77.99.11.00
.. IEMO BOMBWENOND ana peanu3aumrmn HaceneHuwo; unw no 1 kr, 5 kr, 50 or 09.11.2012
. IEMOH KOPHEBMILE |&r 1 100 kr - gna ncnons30BaHWA B KEYECTBE ChIpbA
.. IEN®APM r'AWAPI (DELPHARM GAILLARD) ATPAKTHMNOLOlno 50 r, 100 r, 250 r - B noTpebuTensckon ynakoexke |RU.77.99.11.00;
.. 1IETb PUOC KOPHEBMIWE |pgnA peanuaauwun Hacenenww; unw no 1 kr, 5 kr, 50 or 02.11.2012
- NEMETPA-TIPOOYVKT kr 1 100 kr - AnA MCNONE30BAHWA B KBYeCTBe ChipbA
.. IEMOYAPM BAMBEYEK, no 50, 100 r, 250 r - 8 noTpebuTensckol ynakoeke |RU.77.99.11.00
. IEKENAK MHTEPHEWLLEHN CTEBEINb AnA peanw3auny Hacenennw; wnn no 1 kr, S kr, 50 |oT 12.08.2012
- I3YKKAPH kr 1 100 kr - ANA MCNONL30BAHWA B KEYECTBE ChipbA
.. MIMBALN BAPXAT no 50 r, 100 r, 250 r - & noTpebutensckoi ynakoeke |RU.77.99.11.00;

o e . KWTAMCKY, |anA peanuaaunn Hacenedno; unu no 1 kr, Skr, 50 |0t 07.11.2012

Loy A P e T - TR TPt = Pk TR A =R TT T - - TRt o = - P~ A

Homep »n

AndasnTHbI yKa3aTens npoussoquTenei BA

Jlist mepexona k onucannio bAJ 1BaX bl MEIKHUTE MBIIIBIO HAa BEIOPAHHON CTPOKE TaOIHUIIbI.



IIar 5. OxHo ¢ onucanueMm BAJI.
Peectp BAJ

OnucaHuwe npenapara

TDF]FEIEbIE HaWMMEHOBEAHHA AKTUBHBIE BELLLECTED (DEFIMELI,EETW-IECKHE CPEACTEA CEFIEHCbI CI'IFIEEICE

MNowck No HasBaHWo N poWM3IBOANTENA

Homep — RU.77.99.11.003E.015492.11.12 07 01.11.2012

o-[A]

.. [1A BOW 13 KYTIbTYPA

- [IABYP MHOWA

- IABYP MHIOWA NTI (DABUR INDIA LTD.)

. AW

- IANBAHCKAA KOMIMAHMA MO PA3SBATHMIO BUOTEXE
.. IAHA®A PAPMACBLI THUKAI [DKOWHT CTOK KOMITAI
.. IAPEBMTA

.. IAPBI ANTTAS

.. IAPHI BAUIKMPUM

. NATYH

- [IAPTIOPH 000

.. IEKO

.. IEKO-PAPM

- NENO

.. IETIOH

- IEN®APM TAMAP] (DELPHARM GAILLARD)

- [IENMb PHUOC

.. NEMETPA-TIPOLYKT

.. IETIOPAPM

. [DKETIAK MHTEPHERLWEHT

CEMIETENBCTEA U
naTta

Tlpomyewma

Hzrotoenena e
COOTEETCTEMH C
IOKYMEHTAMH

Hsrotosurens
(MpOUZEOONTENE )

IMomyuarens

[pomyragpra
COOTECTCTEYET

Obnacte

OMomoriYeckl! aETHEHAA nobaeka & nume "Axebia,

cTebens" (Akebiae Caulis) (mo 50r, 1001, 250r -8
oTpedHMTeNECKOI VIIAKOBKS 14 PEANNIAlAH HACEIeHIID, MIIH
o 1 gr, 5 er, 530 gr 11 100 BT - N3 MCHIONEZ0BAHNA B EAYECTEE
CRIPBA)

CrieLHHEALTHA TTPOIVETA

"Dapmaries THIeckan habpura [a#oHbpTaH 3880 [TPH
TaspLEHHECEOA (apMaLieE THHECKOM TPYIITIOE 0f KOMITAHHH C
OrpaHHYeHHONA OTBETCTEEHHOCTRED " HVHCHHE | . TAHBII3HHE,
Texno-sronoMHuYeckas zo0Ha pasentHa, 10 npocrnexT, 0.21
(Kurafickas Hapopuas Pecrivomnrza)

Q00 "Barya", 117624, r. Mockea, Oyneeap Anmipana
Vmaroea, 1. 9 (Poccuiickas ©egeparma)

EnMHEIM CAaHMTAPHO-3MHIEMHOIOTHYECKHM M THTHEHHYeCEHM

TpeDOEGHMAM K TOEApaM, TIONISKAMKMM CaHMTapHO-
SMMIEMHOIOTMYECKOMY Han20py (KOHTPOIED)

OIA PEANM3alie HaCSICHHED HEpes arlTeMHVHY CETE 1

AndaBHTHBIR YKazaTenb nponssoguTeneci BA

[nsa Bo3BpaTa K cnucky BAL BbIGBpaHHOIo NPoM3BOAMTENA UCMONbL3YIMTE KHOMKY "Hasaa" cepBUCHOM NaHeu B MPAaBOM BEPHEM YI/ly TEKYLLETO OKHA (LLEeNYOK MbILbIO Ha

KHonke "Hasaa" m)

Haiinem npousBoaurens BA/] "lax>HbTaH 3aBoa" B peUMe OBICTPOro MOKUCKA MO (hparMeHTy Ha3BaHus. [t 3TOro BBeieM B 1oJjie (hparMeHT Ha3BaHUs,
Hanpumep, "naxsH".

Hlar 6. Ilouck npoussoautesnsst BAJl no gparmenty Ha3BaHus.



Toprosble HAMMEHOBAHMA  AKTWBHBIE BelecTBa  PapmauesTudeckne cpegctea Peectp BAJL Cepewecer Cnipaska

MNowck No HassaHW N poOM3IBOOWTENR

- AndaBATHLIA ykasaTens nponasoauteneid BAIL (Becero: 2439) &
o [A]
[B]
[C]
[D]
[E]
[F]
[G]
0 [H]
g-[1]
[J]
[K]
[L]
[M]
[N]
[0]
[P]
[Q]
[R]
[S]
[T]
[U]
(V]
[W]
- [X] ¥

AndaBnTHBIR YKasaTenb nponssoguTeneil BAJ,

Jl1st 3ammycka mporeayphl MOUCKA CASTaNTe MEeTY0K MBIIIBI0 Ha KHOIKE IMTOUCKa .



Ilar 7. Pe3yabTathl noucka npousBoaurtes BAJl no pparmenty HasBaHus.

Toproesie HaMMEHDBAHWA ~ AkTMEHBIE BElecTEa  Papmauestnyeckne cpeactea Peectp BAJ  Cepewcer Cnpaska

Movck No HasBaHWIE NPoWSBOANTENA Hahpeno nponzeogurenci: 3

B
Ne Hazpanme

- ANpaBMTHBIA YKasaTens nponssoamtenei BAIL (Becero: ~ [l 1 OAXKIHBTAH 3ABOO
[A] 2 | THHBU3WMHBCKAA OAXKIHBTAH LU3MHBAHBXYH
[B] 3 | @APMALIEBTWUECKAA GABPWKA JAXK3IHETAH
1-[C]
m-[D]
- [E]
-[F 1]
1[G
-[H]
[1]
- [J]
[K]
=-[L]
w-[M]
[N
[O0]
-[P]
[Q]
[R]
-[ 5]
[T]
-[U]
[V]
- [W ]

AndaBnTHBIA YKa3aTens npoussognT enei BAJ

PesynbraToM moucka sBisieTcst TabauIa co CMMCKOM HaieHHbIX ipousBoauTeneit bBAJI. [{ns nepexona k cnucky BAJl mpou3BoauTens ABaXKIbI IIEIKHUTE
MBIIIBIO Ha BEIOPAHHOW CTPOKE TAOIHIIBI.



lar 8. Pe3yabTatsl noucka BA/l mo npousBoauresio.
Peectp BAJ

MNowck No Ha3BaHWKE NPOM3BE0AWTENA Haipgexno npouzBoagMTEnei: 3

- AndaBATHLIA ykasaTens nponasoautenei BAIL (Becero: ~

TDFIFCIEI:IE HaWMMEHOEAHHWA AKTHEHEIE BELLLECTED [D‘EFIMELI,EETW-IECKME CPEaCcTED CEFIEIHCbI CI'IFIEEKE

Ne Hazpauwe
1 OAX3IHBTAH 3ABOO

2 | TAHBUSWMHBCKAR OAXIHBETAH LISMHBAHBXYH
3 [ DAPMALIEBTHHYECKAA ©ABPMEA OAXIHLTAH

Hawpneno BALL: 74

Homep w»
N2 Hazpanme MopmMa BeNyCcKa aara
pPerMcTpaumMmM
1 AKEBWMA. no 50 r, 100 r, 250 r - B noTpebuTensckoi ynakoeke RU.77.99.11.00
CTEBEIb ONA peanyu3auMy HaceneHuw; unu no 1 kr, 5 kr, 50 kr o7 01.11.2012
1 100 kr - ANA MCNONL30BEHWA B KEYECTEE ChIPLA
2 |ANMBMWMHWA  |no 50, 1001, 250 r - B noTpebuTensckon ynakoeke |RU.77.99.11.00
OCTPOJNMCTH gna peanwaaunn HaceneHuw; unu no 1 kr, 5 kr, 50 kr (o7 07.11.2012
nnogel W 100 Kr - onA MCNONE30EEHWA B KBYeCTEE ChIPEA
3 |AHEMAPPEHA no 50r, 100 r, 250 r - B noTpebuTensckon ynakoeke |RU.77.99.11.00
ACDOOENOBY anA peanw3aumn HaceneHuw; unu no 1 kr, 5 kr, 50 kr (o7 02.11.2012
KOPHEBWMUWE |w 100 kr - gnA MCcNoNe30B&HWA B KEBYECTEE ChIpBA
4 |ACTPAIAN no 50 r, 100 r, 250 r - B noTpebuTensckoi ynakoeke |RU.77.99.11.00
MEPEMOHYAT| gna peanuaaunn HaceneHuw; unu no 1 kr, 5 kr, 50 kr (o7 09.08.2012

L ey

W

AndaBHTHBIR YKa3aTenb nponssoauTenei bA

PesynbraroMm mowucka siBiisieTcst Tabauna co cnuckom HaiaeHHbIX BAJI. s mepexona k onucannio bA /[ ABaXIbI MEIKHUTE MBIIIBIO HAa BEIOPAaHHOW CTPOKE
TaOJINIBL.



CepBucsl cipaBouHuKa ""Bujagsb. JlekapcTBeHHbIE NIpenapaTbl 4 TOBAPhl AITEYHOr0 accoprumenta B Poccun"

B cnipaBounuk "Bumane. JIekapcTBEHHBIE MpemapaThl ¥ TOBAPHI alITEYHOT'O aCCOPTUMEHTa B Poccuu' BKITIOUEHBI IOMOJTHUTENbHBIE ()yHKIIMOHATBHBIE MOTYJIH
(cepBHCHI):

o JIpoBepka JIEKAPCTBEHHOI'O B3aUMOAEHCTBHS IIPENapaToB;

e IIpoBepku Ha BO3MOXHYIO IEPEKPECTHYIO AJUIEPTHIO;

o HDOBGDKa PUCKOB IIPUMCHCHHUA NIPCIIAPATOB IIPU HAJIWYNWH YV ITAIMMCHTA COIIYTCTBYROIIINX 3360H€BaHI/II>'I;
o Ilonbop anajora.




Ilar 1. Beioop Briaaaku ""CepBuchbl' B HaHeJHd MEHIO.

H Buaane. MlexapcTBEHHBIE NPENEPaTel W TOBAPEI NTEYHOMD 3CCOPTMMEHTE B Poccun, = a x

Toproesie HawMmeHoBaHWA  ArTueHbIe BelgecTea  Papmauestmyeckne cpegerea Peectp BAJ | Cepewcer | Cnpaeka

BzaumogeficTene npenapartos

DIeKTPOHHBIH cNPaBOYHHK «BHIaJdb. JIeKADCTBEHH  nepecpecrran anneprus e ——
npenapaTbl H TOBaPbl AITEYHOI'0 ACCOPTHMeEHTa B P Gesonacuocrs Tepanun

MoaGop aHanora

«Bupans. JlekapcTeeHHble NPenapaTsl M TOBAPE] allTEMHOrO aCCOPTHMeHTa B Poccumy —
IpOrpaMMHEIA KOMILIEEC 014 OCYIIEeCTEISHIA JOCTVIIA K Daze naHHEIX Bunane, nocraeniemoil Kak
YACTE [IPOrPaMMHOr0 KOMITIEKCA.

Herounnkn JaHHBIXI

+ [ ocynapcTeeHHEBIT peecTp NeKapCTBeHHEX cpencTe MunncTepetea sgpaecoxpanenna P,
s Denepaneneii peectp Pocnmotpebuanzopa PD;
s OduHansHo VIBEp#IeHHBIE HHCTPVEIIMH 10 IIPHMEHEHHED.

«EII,I[H.TI]:. .J‘IEK:IPCTBEI]]IBIE OpemapaThbl H TOEAPEI AOTEYMHOID ACCOPTHMEHRTA B Poccam»
COTEepEHT CIeJVHINMHe TaHHBIE:

+ HomenrnarypHerx mosuipmin
0 JeKapCTEeHHEIX Npenapartok - bomee 21700;
o buomorHyeckMx akTHBHBIX nobasok (BAT) - Gonee 15000);
o TIpoMEOOMTeNe - bomee 1500;

KAPIHOMDIOT

Kapcana®
+ Ornmcanwii aKTHEHEIX EemecTe - Domee 3000 Onepexaet aponauu, Mt

+ Knmmumeo - @apMaronorideckiil vEazaTens;

s Hozonormdeciaii yrasaTens;

o ATH crctemy EmacchMEAITIN;

s DapMako - TeparneBTHYECKHH YEAIATENb;

Hudopmarmizo 1na JOMONHUTENEHEIN CEPEHCOE: v
0 nﬂﬂﬂmﬁﬁ NEEANCTREAHHOMD BEAUMOTAACTENE INeTANATOE




MopayJib NOBEPKH B3aMMOAeHCTBHS MPENapaToB.
Moaynbs TpOBEPKH B3aMMOACHCTBHS MTPENApPaTOB UCTIOJIB3YET JIUCT Ha3HAYEHUI MAIMEHTOB.
MuHMMalIBHOE KOJIMYECTBO NIPENapaToB B JINCTE HA3HAYCHUH - [1BA.

Ecnu nuct Ha3HayeHUi He 3aMoHeH, MOy JIb TPOBEPKU B3aMMOJECHCTBHS MPENapaToB BbIIACT COOOLICHHE O HEBO3MOKHOCTH MTPOBEPKHU.

LLlar 1. Bbi30B MOAyst NPOBEPKM B3aMMOAENCTBUA NpenapaTos.

JInst BBI30Ba MOYJISI IIEJIKHUTE MBIIIbIO HAa MyHKTax "CepBuUCh", «B3anmoaeiicTBue npenapaToBy» B MaHEIH MEHIO.

H Bugane. flekapcTeeHHbIE NPENapaTel M TOBAPEI ANTEYHOMD ACCOPTUMEHTE B Poccun, - a x

Toproeele HAMMEHOBAHMA  AKTWBHBIE BelecTea  DapmauesTueckne cpeactea Peectp BAJ | Cepewcel | Cnpaeka

| BzawmogericTene npenapatos

DIeKTPOHHBIH cNpaBoYHHK «BHAaIb. JIEKADCTBEHH  Nepexpectrian anncprus T G R oo

1k

npemapaTtbl H TOBAPEI AaITEYHOI'0 AaCCOPTHMEHTA B P Besonacrects Tepanum

MoaBep aHanora

«.BH,[[E..]'EB_ I[EKHPCTB&H'HIEIE IIpEenapaTsl M TOEAPhI alITEYHOTO acCOpPTHMEHTA B Poccmim —
HpOl'pﬁMMI—EEIﬁ KOMITIICKC 004 OCYIDECTENCHMA JOCTYIIA K baze JaHHBIX BH,I[E.TEE': [IOCTAEIAEMON KAk
HacTk NpOrpaMMHOTC HOMILIIERCA.

Hcrounukn JAHHBIXT

s [ocynapcTeeHHBIA peecTp NeKapCTBEHHRIX cpencts MuHncTepcTEa 3opaeooxpanenmna PD;
» Depepansurii peectp Pocnorpebuanzopa PP,
s OdHumanEHO YIEEPEISHHEIE HHCTPVELTHMH 10 IPHMEHEHHED.

{{BII,'.[H.TI]:. .;IEKE])CTBEH]II’:IE OpenapaTekl H TOBAPEI aO0Te"HOI0 aCCOPTHMEeHTA B Poccam»
COTEPEHT CAeIVHINHE TAHHBIE:

» HomeHEnaTypHBIX MO
0 JIeKapCTEeHHEIX IIperaparos - bomee 21700;
o buomornueckmx akTMEHER nobasok (BAT) - bonee 15000,
o mpoMsBoguTene - bonee 1500; o
s Omucanuii axTHEHBIX BemecTs - bomee 3000 Onepeaer aecacuscisSaS]
o Kmunueo - Papumaronoruyeckiii yEasaTens, R
o Hozonormecrit yrazaTens;
s ATX cucremy xnaccrudmEAITHI;
o Dapmaro - Tepares THYSCKIIT YKAIATENE;
» HMudopmaleo oud qomolHHTENBHBIX CEPEHCOE: (¥
0 ”mnmvm MEEANCTEEHHOTD BIAUMOTEHC TR MTNeTANATOR "

KAPIHOIDOT




LLlar 2. Bbi3BaH MOAy/1b MPOBEPKM B3aMMOAENCTBMA NPenapaTos.

Toprosble HaMMEHOBaHWA  AKTWMBHEIE BewecTEa  PapmauesTudeckue cpegerea Peectp BAJL  Cepsucer Cnpaska

lNpoeepka ezanMogeHCTEMA

MncT HasHauerui  PesynbTaT npoBepki

MpoBepka B3auMOOEHCT BHA NPEnapaTos

CneBa pacrnosioskeH andaBUTHBINA yKa3aTelb MpenapaToB, B KOTOPOM HEOOXOAUMO HAlTH U BbIOpaTh T€, 4TO OyAyT y4acTBOBATh B IIPOBEPKE.
CrnpaBa Hax0AMUTCA JIMCT HA3HAYEHUI U PE3yJIbTAaThl IPOBEPKU HA COOTBETCTBYIOLIUX 3aK/IaIKAX.

LWar 3. HanonHeHWe ncTa HasHayeHun.

[Ipennonoxum, Bac uatepecyror Bzaumogeiicteue npenapatoB «KO-IAMPOTOH» u «PEKCETUH».
HOGaBBTe HUX B JIUCT HaSHaquHﬁ, ABAXK/bI ICJIIKHYB MBIIIBIO HA KAXKJI0M U3 HUX, IPCABAPUTCIIBHO OTBICKAB UX B COOTBCTCTBYIOIUX BCTBAX YKA3ATCIIA UIIN
BOCITOJIb30BaBIINCH MOMCKOBOU (DOPMOIA.



Toproeele HaumeHoBaHuA — AkTuBHEIE BewlecTea  Dapmauyeetmueckne cpegetea Peectp BAJ Cepewcer Cnpaeka

Mowck No HEs3EaHWID NpenapaTa HaWpeno npenapartoe: 2

Toproeoe Shoeer Bnageney per.
@MopMa BHIMyCKa "
HaMMeHOoBaHWe YAOCTOBEPEHWA
Aarta
1 Ko-[Ouporon Tab. 10 mr+12.5 mr: 30 NCP-0C GEDEON
LT 21.05.C RICHTER
(Benrpwmna)
NMpPOM3BEefeHO
GEDEON
RICHTER
POLAND
{Monsbwa)

lNpoeepka ezanMogencTBMA

PekcetwH Ta6_. nokp. mneHoYHoA o6onoukoi, 20 mr- 30 mr_
Ko-llmpoTod ta6. 10 mr+125 M- 30 mr.

MucT HasHaueHwi  PesyneTat nposepkm

MNposepka B3aMMOQEACT BMA NPENAPaToB

VanuTh U3 JUCTa Ha3HAYEHUH OmMMO0YHO J0OABICHHBIN TTpenapaT MOKHO JIBaXK/bI MEIKHYB Ha HEM MBIIIIBIO.

Lar 4. Kak npoBepuTb B3aMmoaencTeme npenapatos?

YToOb! BBIMOIHUTH ITPOBEPKY HA JIEKAPCTBEHHOE B3aUMOICHCTBHE BEIOPAHHBIX MpPENapaToB, HA/I0 MIEIKHYTh MBIIIbIO 110 KHOTMKE «[IpoBepuTh».



Toproesie HAMMEHDEAHWA  AKTWEHBIE BELEcTEa  DapmauesTudeckme cpegctea Peectp BAJ Cepeucer Cnpaexa

HaWpeno npenapartos: 2

Homep wn
@MopmMa BeNycka aarta
ErMCTpaUm
1 Ko-Owupoton tab. 10 mr+12.5 mr: 30 wr. JICP-0038! GEDEON RICHTER
21.05.09 (Benrpmua)
nponzeseaeno GEDEON
RICHTER POLAND
(lNonswa)
2 |Ko-Oupoton Tab. 20 mr+12.5 mr- 30 wr. NCP-0038! GEDEON RICHTER
21.05.09 |(Benrpwa)
npouzeeaeHo GEDEON

Toproeoe
HauMeHOBaHWe

Bnageney per.
YOAOCTOBEPEHWA MHCTPYKLMEH

lNpoeepka BzanMOOeHCTEMA

(1] HafigeHsl pesyneTaThl: 1

N lNpenapart MNpenapart OnucaHwe B3auMOgencTBHA Ccrinka Ha MCTOUHMK

1| Pexcerin Ko-Lwporos KoMBHMHHPDOBSHHOE NpHMEHERNE THaZHAHE | [TeuaTHoe nanaHme.

[paroxetine] [hydrochlorothiazide] | anypeTHkos it CENeKTHEHEIX HHIOHTOPOE Asrop(el): Rosner MH.

{Selective serotonin | {Thiazide and related | 0BpaTHOMD 35XB8TS CEPOTORMHE MOXET Hazganmne: Severe

reuptake infubitors} diuretics} MOBBICHTE DHCK DE3BHTHA TMAOHSTDHEMIM, B | Ayponatremia associsted with
HEKOTOPEX CAVYEAX TA¥XeToH. PAg the combined use of thiazide
HCCASA0BSHWH 1 COOOMEHHA JOKYMERTaNbHO | ditretics and selective
AQSTEEP¥AEN 3T0 B38HMOEHCTEHE. serofonin reuptake infibitors.
BruMaTens 0 CIeqnTe 38 MaLHeH TEMH, Aypran: Am J Med Sci 2004.
OCOBEHHQ € yXe CYIeCcTBy oMM (parTopary | 327 ZiFeb. 109-71.

et HasHauend  PesyneTaT nposepku

MNpoBepka B3aMMOOelCcT BUA NpEnapaTos

Ecnu He OyayT Hali[ieHbl JaHHbBIE O B3aUMOCHCTBUY NPENapaToB, BKJIIIOUCHHBIX B JINCT Ha3HA4EeHUs, TO OyJIeT BHIBEIEHO HA 3KPaH COOTBETCTBYIOIIEE
coo0l1LeHue.
WNHaue - Ha COOTBETCTBYIOIIEH 3aKJIa/IKe MOSIBUTCS TaOJIMLA C Pe3yIbTaTaMK IIPOBEPKH.
IepBbie nBa cToN01IA TAOIUIIBI COAEPIKAT HA3BaHUS B3aUMOJICHCTBYIOIIMX MPETapaToB / MOJIEKYJI / KIacCOB.
Tpetwuit cTonber - moapoOHOE ONUCAHUE B3aUMOICHCTBUS.
YeTBepTHIii - CCBIIKY HAa UICTOYHUK HHPOPMALIUH.

LLlar 5. Kak npoBepuTb B3aMMOAENCTBME NPenapaToB C BblAayei KpaTKMX COODUEHMIA O B3aUMOAENCTBUN?

UToOBI TPOBECTH MPOBEPKY HA JICKAPCTBEHHOE B3aUMOJICHCTBHE TPENapaToB ¢ BhIJAUYCH KPATKUX COOOIIEHUH O B3aUMOACHCTBUH, HAO MIETKHYTh MBIIIBIO TI0
KHoIKe-onuun «IlokasaTe mpenocrepexeHus».



Toproesle HAWMEHOBaHWA  AkTuBHBIE BelecTea  PapmauesTndeckne cpegetea Peectp BAJ Cepeucel Cnpaeka

0 HasBaHWW Npenapa HaWgeno npenapartoe: 2

Homep
Iononge @opmMa BLIMyCKa nara Einepene pie

HanMeHOBaHHEe ermcTpaum yaocTtoBepeHHMA HMHCTPYKLHEW

1 Ko-Omporton Tab. 10 mr+12.5 mr: 30 wir. NCP-0038! GEDEON RICHTER
21.05.09 (Beurpwa)
npouzsegeso GEDEON
RICHTER POLAND
(Monswa)
2  Ko-[OwpoTtoH Tab. 20 mr+12.5 Mr: 30 wr. NcP-0038! GEDEON RICHTER
21.05.09 |(Beurpwa)
nponaeegeqHo GEDEON

lNpoeepka npegocTepexeHWH

7 ] HafigeHsl pesynsTathl: 1 | MpoBepuT: | ™

MpoeepuTe..

[Npenapart lNpenapart
Ne [Monexkyna] [Monekynal Onucanue npeac MpoBepuTs Ha B3aMMOAERcTENE
{xnacc} {xnacc}

T Pexcerns Ko-{Iuporon MpuMerHente TaKoi KoMOuHaLKY Tpebye
[paraxetine] Il ydroi‘hforarhf}s*zfdej He‘gﬁxqzsza HabngaTe 35 mnﬁﬁugcxj o i i I"\5 |
{Selective serofonin {Thiazide and related
reupltake infibftors]} diuretics}

MpoeepnTe Ha gybanposaHue

MMcT HasHaueHWA  PesyneTaT NposepKi

MNpoBepka B3anMoOeilcT BHA NpenapaTos

Ecnu He OyayT Hali/ieHbl JaHHBIE O B3aUMOCHCTBUY MPENapaToB, BKIIIOUCHHBIX B JINCT HA3HAYEHUs, TO OyJIeT BHIBEICEHO HA 3KPaH COOTBETCTBYIOIIEE
coo011eHue.
Wnaue - Ha COOTBETCTBYIOLICH 3aKIIaKe MOSBUTCS TaOIHIIA C pe3yabTaTaMH MPOBEPKHU.
[TepBbie nBa cTOOIA TAOIUIIBI COMIEPKAT Ha3BaHMSI B3aUMOICHCTBYIONINX MPEapaToB / MOJIEKYJI / KJIacCOB.
Tpetnii cTonbery - KpaTkoe onucanue B3aumozeicTBus (Onucanme NpegoCTOPEPEKEHHS).

LLlar 6. Kak npoBepuTb B3aMMoAeNCTBME NpenapaToB C BblAadven AaHHbIX O AyOAMPOBAHUN Tepanmm?

UToObI MPOBECTH MPOBEPKY Ha JICKAPCTBEHHOE B3aMMOJCHCTBUE MPEMApaToB C BblIayel JaAHHBIX O 1yOJIMPOBAHUU TEPAIUU, HAJO0 MIETKHYTh MBIIIBIO MO
kHomnke-onuuu «IIpoBeputs Ha qyOIMpoOBaHUEY.



Jlo6aBUM B JIUCT Ha3HAYCHUH eI OJMH, 3aBEOMO AyOIUPYIOMINHI A7 TeKyIel Tepanuu, npenapar - « MITTIOTUA3N .

Toproesie HaWMEHDBaHWA — AkTMEHBIE BElecTEa  DapmauesTyeckne cpegctea Peectp BAJ Cepeucel Cnpaeka

Moweck no HaseaHwo NpenapaTa Hanpgeno npenaparos: 2
2]

Yirasatens npenapanos.
B ST HauMeHOBaAHHE

T Homep w
oproeoe
@opma Banycka aarta

BIMCTpaLM
1 NanoTwazuag tab. 100 Mr: 20 wr. I CHINOIN
N013510/C Pharmaceutical and
21.11.07 Chemical Works Private
[ [ (Benrpwa)
2 NanoTuazwug Tab. 25 mr: 20 wr. I CHINOIN
N013510/C Pharmaceutical and
21.11.07 |Chemical Works Private
(Bexrpwa)

Bnageney per.
YAOCTOBEpPEHHA WHCTPYKLMHEH

lNpoeepka Ha gybnupoBaHue

¥ Haiinenw pezyneTatei: 1/0

PekceTuH Tab6.. NOKp. NMNeHoUYHoW o6onouxkoi, 20 mr: 30 wr. Hposcpes.

Ko-llmpoton ta6. 10 Mr+12.5 M 30 wr. MpoeepuTs Ha BzaMMoaeicTane

MNanoTwazma tac. 100 mr- 20 wr.

MNposepute Ha gyBanposanwe | |
Mokazate NPEAoCTEREKEHNA i

MueT HasHaueru  PesynsTat nposepru

MNposepka B3aMMOOERCT BHA NPENapaTos

Pe3ynbTarsl npoBepku Ha AyOnupoBaHUE TEPANU MPEACTABICHBI HUXKE.



Toproeble HAMMEHOBAHWA  AKTWMBHBIE BeLecTBa  PapmauesTmdeckne cpegetea Peectp BAJ  Cepswcer Cnpaska

Mowck no HassaHWue NpenapaTa HaWpeno npenapatos: 2
E

}:xaaa I'E!'I_:- I].l:_ﬂ'tﬂ)a TOE.

Homep u
Taproage @MopMa BRIMyCKa aarta Hunpescnpor

HanMeHOBaHWe erMcTpaum yAaoCcToBeEpeHMA

1 NunoTuazaug Tab. 100 mar: 20 wr. I CHINOIN
N013510/C Pharmaceutical and
21.11.07 Chemical Works Private
{BeHrpwua)
2 NunoTtuasug Tab. 25 mr: 20 wr. n CHINOIN
NO0O13510/C Pharmaceutical and
21.11.07 |Chemical Works Prnivate
(Benrpwa)

Mpoeepka na gybnupoeanue

@) Haiigent pesyneTatw: 1/0
ya

Toproeoe Toproeoe
HanMeHosaHne 1 HauMeHoBaHue?2

lNpoeepka aybnupoeanua TepanuM No aKTHBHOMY BEUIECTBY

T Ko-fuporon unornasng B cocras npenaparos BX0ONT OOHO M TO XE SKTHEHOE BeljecTB.
(hydrochiorothiazide).

McT HasHayeHWi  PesynsTaT npoBepku

MNpoBepka B3aMMOOEHCT BUA NPENapaTos




MoayJsb NPOBEePKH HA BO3MOKHYIO AJIJIEPTHIO.

Monynb NpoBEpKH Ha BO3MOKHYIO aJJIEPTUIO UCIOJIB3YET JIMCT HA3HAYEHUH U JINCT aJlJIEProJIOrH4ecKOro aHaMHe3a NalueHTa.
MuHMMaNbHOE KOJIMYECTBO AKTUBHBIX BEILECTB/JIEKAPCTBEHHBIX CPEJICTB B JIUCTE HA3HAUYEHUH - OJMH.
MuHMMaIbHOE KOJMYECTBO aKTHBHBIX BEIIECTB/IEKAPCTBEHHBIX CPEJICTB B JINCTE AJIEPrOJIOrMYECKOro aHaMHE3a - OJIHH.
ITpoBepka ocyIecTBIAETCs ISl BCEX BO3MOKHBIX COYETaHUM aKTUBHBIX BELIECTB/JIEKapCTBEHHBIX CPECTB U3 JIMCTA AJUIEPrOJOrMYeCKOro aHaMHe3a u
IIpenapaToB U3 JIMCTA HA3HAUEHUM.
Ecny xakoii-nu60o U3 IMCTOB MyCT, MOyJIb IPOBEPKU Ha BO3MOKHYIO aJNIEPTHIO BBIAACT COOOIIEHUE O HEBO3MOKHOCTH IPOBEPKHU.



LLlar 1. BbI30B MOAyA NPOBEPKM Ha BOSMOXKHYIO aiIepruto.

JInst BBI30Ba MOAYJIS IIEJIKHUTE MbIIIbIO HAa MyHKTax "CepBuchl", «IlepekpecTHas amneprus» B MaHEIH MEHIO.

H Buaane. MlekapcTBeHHBIE NPENapaTsl W TOBAPE] aNTEYHOMD ACCOPTUMEHTE B Poccui, = O X

Toproesie HaMMEHOBaHWA  ArTWEHBbIE BELecTEa  PapmauesTyeckne cpegerea Peectp BAJ | Cepencel | Cnpaeka

BzaumopefcTene npenapartos

DNeKTPOHHBIH cNpaBoYHHK «BHIauab. JIeKapCTBEHH|  fiepecpectrian anneprus O T T

i

npemapatekl H TOBAPEI aOTEYHOI'0 aCCOPTHMEHTA B P besonacHocTs Tepanum

MoaBop ananora

«Bunane. JlekapcTeeHHbIe MPENapaTsl M TOBAPE] ATTEYHOTO ACCOPTHMeHTa B Pocciiy —
NpOrpaMMHEI KOMILIEKC 74 OCYIMECTEISHNA JOCTYIIA K baze nanuerx Bupans, nmoctaenaemoii xax
YACTE [IPOrpaMMHOr0 KOMITIEKCA.

Herounakn JAHHBIX?

« [ocymapcTEeHHEIR peecTp IeKapcTEEHHEIX cpencTe MunMcTepoTEa 3opagooxpadenna PP,
+ Pepepaneusiii peectp Pocnotpebuansopa PP,
« OdurmaneHo VIEepHIeHHEIE HHCTPYELIME 10 IPHMEHeHHD.

«BII,II;:I."I]:. .;IE.‘KEPCTBEH]II’:IE npenapaTekl H TOBAPEI ANTEYHOID ACCOPTHMEeHTA B Poccum»
COOeP:EHT COeJVHINHe JaHHBIE:

+ HomeHENATYpHEIX ITOSHLIMIL
0 JNEeKApCTEEHHEIX MTpenapator - bomee 21700;
o bromormyeckMx akTMEHEIX nobaeok (BATT) - bomee 15000;
o mpoussonuTened - bomee 1500; "

« OmmcaHnil aRTHEHEIX EemecTE - bomee 3000 Onepexaet pannuua. Medres ]
+ Knmmmmeo - @apMakonori4eckiil VEA3ATENb] o, l
« Hozomormecswit yrazaTens; X

+ ATX cucremy EnaccH(MEALTI;
« Dapmaro - Tepanes TMHeCKHil YKazaTelsb;
s HMudopmarneo oma JonmoIHUTENBHEIX CEpEICOER: v

KA PITHOIDTOTH

BHIOAIEL COIEIIHAIHC]
i . k]
o ITnorenka IeEANCTREEHHOTO RIAMMONeHCTRMA TNENANATOR 2 = Ry =, =i 1A sy e




LLlar 2. Bbi3BaH MoAy/1b NPOBEPKM Ha BO3MOXKHYIO NEPEKPECTHYIO afNepruio.

Peectp BAJ

lNpoeepka Ha NepexpecTHYI0 arneprHo

TCIFIFEIEbIE HaWMEHOEGHWNA AKTHBHBIE BELLECTEA 'I’EFIMELI,EETI."IHECKI."IE CPEACTES CEpEMCbI |::I'IF:IEEI(E

[Nowuck aKTUBHOMo B SWeCcTBa NC Ha3BaHWHD

AnpaBMTHEE YKasaTenh aKkTMBHbX Bewects. (Becero: 2445)
m-[A] "
-[B]
=-[C]
[D]
[E]
w-[F]
1G]
-[H]
1]
141
TK]
w-[L]
w-[M]
w-[N]
=-[0]
[P]
=-[Q]
IR]
181
LT
U]
[\,"]
[W]

— w1

I AKTHBHEIE BELWECTBE ﬂpenapaTbl

IMweT aHamHesa  [MET HasHavenwld  PesynsTaT nposeprm

MNpoBepKa Ha NEPEKPECTHYHD anneprum

Crena Ha COOTBCTCTBYIOIIMX 3aKJIaAKaX PaCIIOJIOKCHEBI aﬂ(l)aBI/ITHBIe YKa3aTCIn aKTUBHBIX BCIICCTB U IIPEIIapaToB.
CnpaBa Ha CBOUX 3aKJIaIKaX HaAXOAATCA JIMCT aJUICProJIOTHICCKOIr0 aHaMHE3a, JIUCT Ha3HAYCHHMH U TaOJIMYHbBIC JaHHBIC PE3YyJIbTaTa IPOBCPKHU.

LWar 3. 3anosHeHre TMCTOB Ha3HaYeHUM 1 aHamHesa.

[Ipennonoxum, Bac uatepecyet peakius namuenta Ha npenapat "JIEBOMUWIIETUH" npu rapanTpoBaHHOHN a/UIErMYECKON peakiuy Ha mpenapar
"CUHTOMUMIMH", aktuBHOe BemecTBO K CLORAMPHENICOLYy.
Jlo6GaBbTe yKa3zaHHBIE ITpENapaThl/aKTHBHbBIE BEIIECTBA B JIMCT HA3HAYCHHUI U aHaMHEe3a COOTBETCTBEHHO MPEIOJIaraéMbIM YCIOBHIM, IBaX/IbI IIETKHYB
MBIIIBIO Ha KaXXJI0M U3 HUX, ITPEIBAPUTENILHO OTHICKAB UX B COOTBETCTBYIOIIMX BETBSIX yKa3aTess WK BOCIOIb30BaBIINCH TOMCKOBOM (POPMOI.



Cnpaeka

Peectp BAJ

MNowck aKTWBHOrC BEWECTEE Mo Ha3EaHWID HaWgeHOo akTHBHLIX BeuwecTs: 2

XNOPEM H

AnNpEBMTHEEA YKasaTENL aKTMBHbX BewecTts. (Boero: 2445)
=-[A] -
-[B]
-[C]
(D]
TE]
E1
1G]
-[H]
=-[1]
1]
[K]
[L]
-[M]
[N]
0]
[P1
-[Q]
[R]
[5]
[T]
o[ U]
0- [ V]
o-[ W ]

[l |

Cepencel

mEpMELI'EETM‘-IECKHE CPEACTER

TCIFII'DEbIE HaWMEHOEaHWA AKTHEHBIE BELLIECTED

N2 Hazpanue
1 | chlorambucil / xnopamMbyuwmn
2 chloramphenicol / mnpanq)euw

i B3 gl )

[ e ]

lNpoeepka Ha NepeKkpecTHYIO annepruw

I AKTWEHbIE BEWECTBR  [penapaTkl

{2 Rl B3

chloramphenicol / xnopamMdpeHMKon

[ e

(i g

MwcT aHamHesa  [MeT HasHavenwll  PesynsTat nposepku

lNpoBepka Ha NEpeKpPecTHYH annepruo




Toproesbie HAMMEHOBAHWA  AKTWMEHBIE BELecTEa  PapmauesTdeckne cpegetea  Peectp BAJ

Mowck npenapaTta nNo HassaHWo Hakpeno npenapatoe: 60

nNesoMH H

Cepencer Cnpaska

Ne Hazpanwue s CK i
I AnpasuTHLEl ykasatens npenapartos. (Bcero: 21924) Pyxum
g [aTL 1 |NesomMukon-TED mMass g/HapyxH. npum. BaHkn unn Tybe 20 1, 251, 30 0
£ ";"[A] 2 r,40r,50r,60r, 70, 80 r unm 100 r
é { E} 2 JepoMmuueTvH kKannu mazxoie 0.25%: gn-kanencH. 5 Mn unu[}
—| 5 10 mn
=-[B
g I_'_ { r ]] 3 |lNepomuueTnH p-p aA/HapyxH. npum. cnuptosol 0.25%: 25 mn wnw 40 mn 0
@5 .
5 [+ ﬂ
& i : E]] MNMesomuueTH p-p AlHapyxH. npuM. cnupTtosoi 0.25%: dn. 25 mn O
% X [X] J1eBOMUUETUH  p-p A/HapYkRH. NpuM. cnupTosoi 0.25%: din. 25 mn vnu —
] 2}
é - { a]] lMpoeepka Ha NepexpecTHYO annepruo
w-[A]
w-[K]
-] lNeeoMMueTHH KamnM rmazdele 0.25%: pn-kanensH. 5 n mwnm 10 Mn
w-[M]
m-[H]
= [0]
m-[ 1]
w-[P]
w-[C]
w-[T]
m-[¥1]
w-[P]
m-[X]
A Tl e IcT aHamiesa  [ucT HasHaueHwid  PESYNETAT NpoBEpKW
MNpoEepKa HA NEPEKPECT HYHD annNeprim

VY aanuTh U3 IUCTa HA3HAYCHUH/TMCTA aHAMHEe3a OITMO0YHO T00aBICHHBIN MperapaT MOKHO ABAXKIbI IIICIKHYB HAa HEM MBIIIBIO.



LLlar 4. Kak npoBecT! NpoBepKy Ha BO3MOXKHYIO MePEKPeCTHYHO anfeprunto?

Yto0B1 IIPOBECTU IPOBEPKY HA BO3MOXKXHYIO IICPEKPECTHYIO aAJUICPTHUIO, HAOO INCIKHYTHh MBIIIBIO 10 KHOIIKE «HpOBepI/ITB».
Peectp BAJ

TCIFIFDEbIE HaWMEHOBEIHKWA AKTHEHBIE BELLECTEA mEpMELI'EETW-IECKHE CPEACTES CEFIEHCbI CI'IFIEEICE

npenapaTa no Ha3saHWo Hakneno npenapaTos: 60
Hazepanme =
- MHCTPYKLMEH
E L 1 |[NepoMukoH-TE®D Mase g/HapyxH. NpumM.: BaHkn unu TyBe 20, 251, 30 [
= *"[A] i r,40r, 50r, 60r, 701, 80w 100 1
El : E-} 2 JlepomuuetwH kannw masHwe 0.25%: dn-xanensH. D Mn wnw
ey : 10 mn
B
E { r ]] 3 |NesomuueTH p-p o/HapyxH. npuM. cnvptoeoid 0.25%: 25 mn unw 40 mn |
ARt o
i [E] NepoMuueTvH pp o/HapyxH. npuM. cnupTosoi 0.25%: dn. 25 mn O
& i
% LXK INeBoMuueTUH —
g i { a]] lNpoBepka Ha NeEpeKpecTHYIO anneprio
g | n] 7 ] HalgeHsl pesyneTathl: 1
[K]
' : :]] ¥ Jlex. cpeacTBO “ﬂ::;:(:::;i“e OnucaHwe peaxkuvM M ee NpUdMH
[H] 1| chioramphenicol / fMesompyeriy  kanmw | [IpenapaT HMeeT CXOOHYH XHMHYECKYI
101 XnopamMgbernKan mazHele 0.25%: CTOVETYDY C IEKSPCTEEHHEIM CDEACTBOM,
n -KAMSTEH. 5 M BEIZBIBSHLHM SATSPMMUSCKYED PESKLMID ¥
[nj
1P1 w70 M MEUHEeHTS.
1C]
171
-[¥]
-[*]
1X] -
. MicT aHamHesa  [McT HasHaueHWd  PesynnTaT npoBepku
MNpoEepKa HA NEPEKPECT HYHD ANNEPrHmD

Ecnu ve OyayT HaiiieHbl JaHHBIE O BOBMOXHOW MEPEKPECTHOM ajiepruu, To OyJeT BHIBEJICHO Ha SKPaH COOTBETCTBYIOIIEE COOOIICHHUE.
WHade - Ha COOTBETCBYIOLIEH 3aKIaKe MOSBUTCS TabJIHIIA C pe3yIbTaTaMu IPOBEPKHU.
[TepBblit cTON0E1 TAOIUIBI CONEPXKUT HA3BAaHMSI Ha3BaHUS aKTUBHBIX BEIIECTB/JIEKAPCTBEHHBIX CPEACTB U3 JIUCTA aJUIEProJIOrH4ecKoro aHaMHe3a.
Bropoi1 - Ha3BaHUs IpenapaToB U3 JIUCTa HA3HAYCHUN.
Tpertwnii cronber - onucaHue BO3MOXXHOM aJIJIEPTUYECKON PEaKIUy y TallMeHTa P MPUMEHEHHUH TperapaTa 13 JUcTa Ha3HauYeHUH.



MoayJib NpoBepKU PUCKOB NPUMEHEHHUS NMPENapaToB MPU HAJUYMH Y MAIMEHTA COMYTCTBYKOIIMX 3200/ IeBaHU.

Monysb NIPOBEPKHU UCIIONB3YET JIUCT HA3HAYCHUN U JIUCT COMYTCTBYIOIINX 3a00JIeBaHUN NAIlUEHTA.
MuHuManbHOE KOJIMYECTBO MIPENapaToB B JUCTE HA3HAYEHUH - OJIHH.
MuHuMaNbHOE KOJIMYECTBO 3a00JIEBAHUH B JIMCTE COMYyTCTBYIOIINX 3a00ICBAHMIA - OJTHO.
[TpoBepka ocymiecTBseTCs I BCEX BO3MOXKHBIX COUETaHUM 3a00JI€BaHUI U3 JINCTA COMYTCTBYIOIINX 3a00JI€BaHUN U MTPENapaToB U3 JIMCTA Ha3HAYCHUH.
Ecnu kakoii-m160 U3 JIMCTOB IMyCT, MOAYJIh MPOBEPKH BBIIACT COOOIICHHE O HEBO3MOXKHOCTH TIPOBEPKHU.



LLar 1. Bbi30B MOAyNA NPOBEPKMU.

JInst BBI30Ba MOAYJIS IIEJIKHUTE MBIIIbIO HAa MyHKTax "CepBuUChl", «be3onacHOCTh Tepanuuy B MaHEIN MEHIO.

i Buaane. MlekapcTEEHHBIE NPENapaTel W TOEAPEl aNTEYHOTC ACCOPTUMEHTa B Pocoun, — a x

Toproesie HaMMEHDBaHWA  AKTMEHBIE BEwecTEa  Papmauestnyeckmne cpegetea Peectp BAJ | Cepewcel | Cnpaska

BsavmogeficTene npenapatos

DIIeKTPOHHBLIH cIpaBoUHHK «BHAaab. JIeKAPCTBEHH  nNepexpecman anneprmn
npenapartbl H TOBAPHI ANTEYHOI0 ACCOPTHMEHTA B P Besonacrocr repanun

MoaBop aHanora

AR AT A R T B RO TR

«Bunane. JlekapcTe eHHEIS IpenapaTbl H TOBApE] alTeMHOro accopTiMenTa B Poccumy —
MIPOTPAaMMHEIT KOMILIEES I8 OCYIECTENSHME I0CTVNA K baze gannex Bupane, moctagnaemoii xax
YaCTE [IPOrPaMMHOrC KOMITIEKCA.

Hcerounakn JAHHEIX:

+ [ocymapcTeenHEIl peecTp MeKapCTEEHHEIX cpencTe MHuHMCTepCTEA 3npaEooxpadeHna Pd;
+ Penepaneusiii peectp Pocniotpebuanszopa PP;
o OdransHo VIE S ASHHEIE HHCTPVELIMH [10 IIPHMEHEHIED.

«BII,II;H."I]:. .;IEK:IPCI‘BEII]II:IE OpenapaThbl H TOEAPEI AOTEYHOID ACCOPTHMEHTA B Poccun»
COTEeP:EHAT COeJVHINHe JTaHHBIE:

+ HomeHEnaTypHBIX MTOZHLIMIL
0 JeKapCTBeHHBIX TTpenapartos - bomee 21700;

DMOTOrMYeckMy aKTHEHEIX nobaeok (BAL) - Bomee 15000;
o TmpoMsBonUTened - bomee 1500;

+ Omicanuii asTHEHEIX BEemecTE - bomee 3000

+ Knmnumeo - @apmaromnoriaecs il YEASATEND,

+ Hozomormueckmii yEazaTens;

+« ATX cucremy KnaccHMEALTIN;

+ Dapmako - Tepanes THYECKHIl YEaZaTelb;

+ Hudopmaieo 1,14 DJOMONMHUTENEHEIX CEPEHMCOE: W _
O ”mn?mzﬁ TEEANCTREHHOMD BEIANMOTEACTEMA MNeTTANATOR E A — Ay

o]

A H O Jd 0T




LLlar 2. Bbi3aBaH MoAy/1b NPOBEPKM.

Toproesie HawMeHoBaHWA  AkTueHbie BelecTea  PapmauesTyeckne cpegcrea Peectp BAJ Cepewcer Cnpaeka

Mouck 3afonesaHkA NO HasBaHW MNMpoeepka GesonacHOCTH Tepanum

[ 3aboneeaHnA  [lpenapatel

PesynsTaT nposepkw

MueT conyTeTByewmx: 3abonesanwii  JMET HasHaueHwi

MNpoeepka BezonacHOCTH TEPANUM NPH HANHYAK ¥ NAUMEHT CONYTCT BYHOWNX 3abonesanmi

CrneBa Ha COOTBETCTBYIOLIHMX 3aKJIa/IKaX PacIoJIOKEHbI allhaBUTHBIE YKa3aTeNln penapaToB U 3a001eBaHuil.
CrpaBa Ha CBOMX 3aKja/IkaX HaXOASTCS JTUCT COMYTCTBYIOIINX 3a00JIeBaHUM, IUCT HA3HAUYECHUI U TaOIUYHBIE JaHHBIE Pe3yJIbTaTa IPOBEPKHU.

LLlar 3. 3anonHeHWe NMCTOB Ha3HaYeHMt U conyTCBYOLLMX 3a60n1eBaHMIA.

[Ipennonoxxum, Bac untepecyer peakius Ha npenapart "JIMAHE-35" npu nmMeroieiics y nalimeHTKH MUTPEHH C aypoH.
HOGaBBTe YKa3aHHbIC NIpCriapat u 3a6OJIeBaHI/I€ B JJUCT Ha3HAYCHUM U JIUCT CONNYTCBYIOIIUX 3a6OJIeBaHHI>'I COOTBCTCTBCHHO, ABAXK/bI ICJIKHYB MbIIIIBIO HAa
Ka)KJIOM U3 HUX, IPEABAPUTEIHHO OTHICKAB UX B COOTBETCTBYIOIIMX BETBAX YKa3aTells WM BOCIOJIb30BAaBIINCH TOUCKOBOM (OPMOIA.



Toproesie HaMMEHDBaHWA  AKTWEHBIE BelecTEa  Dapmauestdeckne cpegetea Peectp BAJL  Cepeucel Cnpaeka

lNpoeepka GesonacHOCTH TepanuM

- Me3zeHTepWantHuA TPOMGO3

- MenaHoma

- MeHWHrMoMbl

- MeHWMHIOKOKKOBanA MHpEeKLMA

- MepuaHwe/dpUSpyUnNALMA Npeacepavid ¢ cm
- MeTaGonnyecKMid auMoo=

- MeTreMmornoGuHeMMA

- MwacTeHuna

- MMrpeHs

- MwenowoHan ned e MUA

- Mwenocynpeccuna

- MrokapowaneHeH ¢UGpos

- Mwonatum

- MuTOXOHOpUMAansLHEE HapyWeHWA, CBA3aHHb
- MHorodgoprMHan apuTeMa

- MHOXecTBeHHan MUuenomMa
- TH1

I 3abfonesaHns  [penapatel

MueT conyTeTeyicwMx saBonesanuid  TMCT HasHauennin  PesyneTaTt nposepku

MNposepka BesonacHOCTH TEPaNKK NPH HANWYHH Y NAUMEHTA COMYTCTBYHOWMX 3abonesanmii




Toproeele HaumeHoBaHuA  AkTuBHEIE BewlecTea  Papmaueetmueckne cpegetea Peectp BAJ] Cepewcer Cnpaeka

Mowck Nnpenapata no HaseaHue Hawgeno npenapartos: 1

AWaHE H

AnpasuTHLE! yKasartens npenapatos. (Beero:- 21924)
@ [L]

o [A]

w-[B]

e [B] s
=[]

=[]

=-[E]
=-[ K]
=-[31]

=[]
m-[A]
[K]
[n]
f-[M]
e-[H]
w-[0]
5[N]
=-[P]
=-[C]
=-[T]
[¥]
B[ ®]

m. Il et conyTeTeyowmx 3aGoneeadnil  MucT HasHauenuwli PE3YNBETET NpoBEpKK

Ne Hazpanme

MHCTPYKLMEeH
1 _jluaue—!iﬁ apaxe 35 mrr+2 mr: 21 wr. _

lNMpoeepka GezonNacHOCTH TEpanuM

[ JabonesaHnA [ Mpenapatsl

Nposepka BeszonNacHOCTH TEPANHH NPH HANHYHA YV MAUMEHTA CONYTCT By WX 3abonesannil

VY nanuth U3 aUCTa Ha3HAYCHUIH/TUCTA 3a00JIeBaHUI OMMO0YHO JOOABIEHHBIN MpernapaT/3abo1eBaHrne MOKHO JTBAXK/BI IETKHYB Ha CTPOKE MBIIIBIO.



LLlar 4. Kak npoBecT NpoBepKy PUCKOB NPUMEHEHUS NpenapaTos?

YtoOBI MpoBECTH MPOBEPKY, HAJIO IMIEITKHYTh MBIIIBIO 110 KHOMKE 'TIpoBepuTs'.

Toproesle HAMMEHDBAHWA ~ AKTMBHBIE BewecTea  Dapmauestndeckue cpeactea Peectp BAJ Cepewcnr Cnpaska

Mowck NpenapaTta No Ha3BaHW Halipgexno npenapartoe: 1

MHCTPYKLMWEH
1 Owuane-35> gpaxe 35 Mkr+2 mr: 21 wr.

]
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lNpoeepxa BesonacHocTH Tepanum

~

HE 3atoneeaHue MNpenapaT PeayneTaTel NpoOBEpKK: CcblNKa Ha MCTOYHMWEK:

1| MurpeHs c aypoi [Nwnane-35 opaxe 35 JCcTpOreHsl MOryT CTaTk NYCKOBLIM MNeyaTHOE M3O0AHKWE.
MKr+2 Mr: 21 wT. MEXEHWZMOM PE3BHTHA MUrpeHK ¢ aypoi. OHu | ABTop(wl): Becker W..
{Estrogens} TaK¥E NOBLIWAKT PUCK MHCYNLTa Y Hazeanwe: Migraine and oral

NauMeHTOR, cCTRanatWKs MUTPeHEH C aypoR. | contraceptives.
Kypran: Can J Neurol Sci.
1997. 24. 1/Feb. 16-21.

MeyaTHOE Ma0aHKe,
AeTop(wl): Donaghy M, Chang
CL. Poulter M et al.

Hazeanwe: Duration, frequency,
recency, and type of migraine

¥ BN Muct conyteTeyloupx 3aonesadnidi  IMCT HasHaueHWd  PesyneTaTt npoBepku

MNpoeepka Ge3onacHoCTH TEPANKH NPH HANWYHA Y NALWEHTa COMYTCTBY WK 3abonesannil

Ecnu He OyayT HailieHbl JaHHBIE O BO3MOXHBIX PUCKAX MPUMEHEHUs IperapaToB, TO OyJeT BHIBEJIEHO Ha AKPaH COOTBETCTBYIOLIEE COOOIICHHUE.
Wnaue - Ha COOTBETCTBYIONLICH 3aKIIaKe MOSBUTCS TaOIHIIA C pe3yIbTaTaMH MPOBEPKHU.
[TepBrrit cTomOeI] TAOIUIIBI COIEPKUT Ha3BaHMS COITYTCTBYIOMINUX 3a00JICBaHUH.
Bropoi1 - Ha3BaHuUs NpenapaToB U3 JIUCTa HA3HAYCHUN.
Tpertwnii cronber - pe3yabTaThl TPOBEPKH.
UYeTBepThIii CTONOCI - CCHUIKM HAa HCTOYHUK HH(OPMAIIHH.



MoayJb nogdopa anaJjiora.

Br1 moxeTe HOI[O6paTI> AHAJIOT U1 Ip€riapaTa B aBTOMAaTUUYCCKOM UJIKM PYYHOM PCIKUME.

LLlar 1. BbizoB moayns nogbopa aHanora.

Jlnist BBI30BA MOAYJIS IIETKHUTE MBIIIBIO Ha MyHKTax «CepBuckl», «Ilogbop anamora» B maHeIn MEHIO.

H Buaane. flekapcTEeHHBIE NpENapaTel W TOBAPEI aNTEYHOTC ACCOPTUMEHTE B Poccum, - a X

Toproebie HaumMeHoBaHwA  AkTweHble Bewyectea  Qapmayestudeckne cpegerea Peectp BAJ | Cepeucer | Cnpaska

BzaumogeicTene npenapartos

D/IeKTPOHHBIH cnpaBouYHHK «Bugans. JIeKAPDCTBeHH  Nepexpecrian anneprus
npenapaTthbl H TOBAPHI aITEYHOT0 ACCOPTAMEHTA B P Besonacnocrs repanun

| MoaBop aHanora

AN AT ST R R S A T R

«Bupane. JlekapcTEeHHEIE IPeNapaThl M TOEApPE] alTeYHOro acCoOpTHMEeHTa B PoccHiy —
TIPOrpaMMHEL EOMILIEKTC I OCYIIeCTEISHHA JOCTYIA K base naHHeix Bunans, noctapnaemMoil Kak
YaCTh MPOrPAMMHOT0 KOMILIEKCE.

Hcerounakn JAHHEIX

s [ocymapcTeenHEIf peecTp MeKapcTEEHHEIX cpencTe MunmcTepeTEa sopagooxpadenna Pd;
+ Penepaneusiii peectp Pocniotpebuanszopa PP,
o Odrrpansso VIESp#ASHHEIE MHCTPVELIHH 10 [TPHMEHEHWED.

«BE,II;H."I]:. .;IEK:IPCI‘BE]I]II:IE OpenapaTebl H TOBAPEI AOTEYHOID ACCOPTHMEHTA B Poccum»
COTep:RHT COelyHIIHe TaHHbIE:

+ HomeHKnaTypHBIX ITOSHLIMIL
0 JIeKapCTEEeHHBIX IIpenapaTos - bomee 21700;
o buomorndecknx aKTHEHEIX Jobaeok (BATT) - Gomee 15000;
0 mpoMsBOOMTENEil - bomee 1500;
s OmucaHiii aKTHEHEBIX EemecTE - bomee 3000
o Kmmumeo - @apumaronormaecsitit yEazaTens;
« Hozomormuecrnii vEasaTens;
¢+ ATX cuctemy EraccHOMEALTIHN;
« Dapmako - Tepanes THYECK I VEAZaTels;
+ Hudopmalee 1ig DoMONMHNTEIEHEIX CEPBHCOB. v

... . .
o IInorsnEa TeEancTREEHHOTO BAAMMOTeHCTRME OINeTTanaToOR - [ E‘ LAY = AW

A H 0o a1 0T

BUIAJE CIIEITHAJHC




LLlar 2. BbizaBaH moaynb noabopa aHanora.

Toproesie HAaMMEHDEAHWA  AKTMEHBIE BELecTEa  Papmauestnyeckue cpegctea Peectp BAJ  Cepewcel Cnpaeka

MNowck No HaseaHW npenapata— nﬂnﬁﬂp aHanoOMMuYHOINO Npenaparta = T [g

lNpenapar: |

.A.I'Il:pﬁBHTHI:Iﬁ YKazartene npenag ~ Hapanerpu nonGopa

® Asro O foxa reropin cooTaeTcremna; | [ HaiAtm

CnMcoK aHanorMuHbIX npenaparoB-

T Homep w»

Oproeoe Bnapeney per. C

MMEHOBaH PO AT Pt YOOCTOBEpPEeHWA MHCTPYKUMER
erMcTpaumM

NMogbop aHanornyHOro Npenapara

Crnesa pacnoyioxkeH aipaBUTHBIN yKa3aTelb TOPTOBBIX HAMMEHOBAHMM MpernapaToB. B HeM He0O0X0auMO HaTH U BRIOPATh TOT Ipenapar, KOTOPbId Oy1eT
y4acTBOBaTh B poBepke. JInbo BBecTH nepBbie TpU OyKBbI HAMMEHOBAHHSI HA PYCCKOM sI3bIKE B CTPOKY «Ilouck mo Ha3BaHuio mpemnaparay. CrpaBa HaXoIUTCS
JUCT noAOOpa aHAIIOTMYHOTO Mpernapara.



LLlar 3. Bbibop ocHOBHOTO npenapara.

[Ipeanonoxxum, Bac uatepecyer anasnor npenapara «[ MHODOPT». Beibepure ero uepe3 aepeBo AnaBUTHOTO yKa3aTellsl.
Toproesle HAMMEHOBAHWA  AKTWEHBbIE BelecTEa  PapmauesTdeckne cpegctea Peectp BAJ Cepewcer Cnpaeka

Moagbop aHanorMuHOro Npenapara

lNpenapart: |FL’1HO¢OPT KpEeM BarMHaneHelA 2% annnukatop 51

- TMHKIO  T1a6., nokp. NNEHOYHOM 0 A

.TMHKIO BUNOBA kanc. 40 mi SEpasc I DG akiea

- THHKINO BAINOBA kanc. 80 M ® dsro ) Mo kareropus cooreercrena: | [ Haiti

- [WVIHKIO BMMNOBA Tas., nokp. nnel

. TMHKIMO OBYMNOMNACTHOMO Ml CnNWUcoK aHanor MuHbX npenapartoB:

- TMHKOYM  kanc. 120 mr: 15, 30, 45, SR Homep n Bt R v c

- TMHKOY M kanc. 40 tr: 15, 30,45 1 “HEHGBﬂH PopmMa BHNYCKA nata ymcrusengu;l MHCTPYKUMER
- TMHKOYM  kanc. 80 mr: 30, 60 1num ermcTpaum

- TMHO-TIEBAPWIT cynnozwuTtog
- TMHO-TIEBAPWIT cynnozmTtof
-. TMHO-TIEBAPWIN cynnozwTog
- TMHO-TIEBAPWIN cynnozwtog
- TMHO-TAPOWUPEPOH Tat6. np
- [WMIHOKAINC kanc. earvHansHee 1
- [WMHOC T1ag. nokp. nneHo4YHoM of
--TMHO®MNOP 3 71a6. parvHant
{ TMHOPOPT kpem BarvHgNbHueA 2%: annnukatop 5 r GEDEON RICHTER (Benrpwn) |
.TMOKCHM30H mMazb o/MecyH. v
. TMOKCHU30H ma=b ofHapyxH.
- [WMOKCWM30H maze ofHapyxH. npe
--TMOTPHUP Ta6.. NnOKp. nneHot
--TMOTPHU® Ta6.. NnoKp. nneHot
- TMOTPHU® T1a6.. noKp. nneHo
- THMOTPU®P T1a6.. nokp. mneHo

L L e i | " v

< >

Mogbop avanormyHoro npenapara

HJIM BBEAUTEC IICPBBIC TPU 6YKBI)I «ruH» B okHE «Ilonck mo Ha3BaHUIO nmpenapara» U HAXXKMHUTC Ha KHOIIKY ITOHMCKa



Toproeeie HaumMeHoBaHWA  AkTuBHEIE BelyecTea  Dapmayestuueckue cpegctea  Peectp BAJ

Hakpgexo Toproesix HamMeHoBaHui: 29

Cepeucel  Cnpaeka

MNouck No HazeaHW npenapaTta

e Homep »n i
Toproeoe Brnaneney per. Cc
?:TﬂB“THHﬁ yrazarens npenag A - HaWMeHoBaHWe i ] =r|.1£tl:::::am yOocToOBepeHWA MHCTPYKLMEeR
[A] 29 THOpOpT KpeM BarmHanbHbIA 2%: n GEDEON RICHTER
[6] I/\\s annnuKkaTop 5r NO015895/C (BeHrpwma)
(B] 18.09.09
[r]
(4]
= [E]
X1 Mogbop aHanOrMUHOIO Npenapara i
[3]

lNpenapart: ||_I.-1HCI¢>CIpT KpeM BarvHaneHeld 2%: annnukatop 51

lNapameTpw Nnoocopa

® dsro ) Mo xa reropis cooraeTcrena; [ HaiT

CnHUcoK aHanorMuHbIX npenapaTtoB:

Homep n
Toproeoe Brnaneney per. C
MMEHOBaH L ] s yOocToOBepeHWA WHCTPYKLMEH
erucTpaum

NMogbop avanormyHoro npenapara

Jlns BeIOOpa npenapara ABakK/bl HIEIKHUTE MBIIIBIO Ha COOTBETCTBYIOIIEH CTPOKE TaOIUIIBI TOPTrOBBIX HAUMEHOBAHMUIA.

LLar 4. MNoabop aHanorM4yHoro npenapaTa

JIns1 BBITIOJTHEHHS TOMCKA aHAJIora HAKMUTE KHOMIKY «HaitTuy.
Hckomoe ToproBoe HauMeHOBaHUE MOSBUTCS B cTpoke «[Ipemapaty tabnuiibl «[lonbop anamornyHoro mpemaparay.
[To ymMo4aH#IO BKIIFOUCHA KHOTIKA « ABTO» W MPHY HAXKaTUU Ha KHONKY «Haiitu» B HIDKHEH Tabmuie Oy1eT moka3aH CIMCOK HanboJee MOAXOASIIUX aHATIOTOB.
CHauana - «[lonHble aHanorn», 0003HaueHHBIE 3€JIEHBIM IIBETOM, ITPU UX OTCYTCTBUU «[ pyrmnoBbie (papmanieBTHUECKUE - Toy00ii IIBET, IPU UX OTCYTCTBUHU
«'pynmnoBsIe TepaneBTUUECKHUE) - )KEITHIHN IIBET, IPH UX OTCYTCTBHH «JI10OBIE MOIXOIAIINEY, HE BHIICTICHHBIC HUKAKUM IIBETOM.



Toproeble HaMMEHOBAHMA — AkTWBHBIE BelecTBa  PapmauesTudeckne cpegetea Peectp BAJ

HaipgeHo Toproesix HaWMeHOBaHWA: 29

Cepeucel  Cnpaeka

MNowck No HassaHW npenapaTa

Toproeoe SRy . Brnaneney per C
HaMMeHoBaHWe Fopoa nrergcaa e }FﬂGCTGBepEHH;i MHCTPYKLMEH
rucTpaLp
29 lNmHodopT KpeM BarMHanbHbLIA 2%: r GEDEON RICHTER
annnuKkaTop 5r NO015895/(C (BeHrpwn)
18.09.09

Mopnbop aHanorMUHOTO Npenaparta

INpenapart: ||—I.-1HCI¢erT KpeM BarMHaneHeld 2%: annnukatop 51

lMapameTpu NogGopa

® dsro O Hoxa reropim cooreercrema; | [

Cnucok aHanorvJyHeX npenapatoe: 63

Toproeoe Hoscp Bnapeney per. C .
HﬂHHgHBBﬂHHe s AL T cihnploies yﬂucruBeL;:EHu;l MHCTPYKLUMEeR
TUcTpaLy
1 BATMCENT cynn. eBarMHansHele 250 mr+150 JM-00133 ¢HUPH M (Poccwn)
M 5 v 10 mr 071211
2 BATMPEPOH cynnozvTopwvy sarkyd. 50000 Mnr-00133 «1PH M (Poccwun)
ME+250 rpr+150 mr- 5 1anm 10 mr_ | 081211
3 FTAAHOMAKC | cynno3utopyd earud. 100 nr-0o00o00 EMBIL
rr+150 pr- 6 m. 20.10.10 | PHARMACEUTICAL
(Typumn) >
Lo I

Noa6op aHanormyHOro Npenapara

Brime mokasansl «I'pynmossie hapmanieBTudeckue ananoruy mis npenapara «[ MHOD®OPT» B pexxume « ABToy. [10JHBIX aHAIOTOB ATOTO TIpenapara B
CIIPaBOYHUKE HET.



LLlar 5. NMoabop aHanorMyHoro npenapaTa no KaTeropum COOTBETCTBUSA

AxTuBupyiite pexuM «llo kateropuu coorBeTcTBUs» B cekinu «IlapameTpsl mogbopa». Tam ke BeIOEpeTe KaTEropuio MOMcKa M HAKMHUTE KHOMKY «HaiTmy.
Peectp BAJ

Mowck no Haseanuw npenapata— . HaWgeHo Toproesix HamMeHoBaHwA: 1

npoKadH n

AKTHEHEIE BELLECTER

Toproesie HaMMEHOBAHWA DapMalEeETMHECKNE CPEACTES Cepencel  Cnpaska

Homep
Toproeoe o > Bnaneney per. C
AndaBUTHLIA yKazaTenk nNpenag ~ HaWMeHOBaHWe p y R YyOOCTOBEpPEHWA WHCTPYKLUMER
a-[ L] :
; 1 lMNpokawHaMuo-Jckom p-p o/efe v B/m eeeneHma 500 mr/5 NCP-00434 SCKOM HIMK (Poccua) []
mn: amn. 5, 10 wmnm 20 wr. 01.06.09

lMopbop aHanoOrMUHOINO Npenapara

[Npenapart: |I_Ip0KaL-1HaMMﬂ-SCKOM p-p 4/e/e v efm eeenenma 500 mr/5 mn: arn. 5, 10 knwn 20 wT.

lMNMapameTpu NnonGopa

() Asre ® flo K3 TErOpMK COOTBETCTEHA. |- Nonubie ananorn V| | Haiti %J

Cnucok aHanorMuHbIX npenaparoB- 3

Toproeoe S Bnapeney per. C -
HauMeHoBaHWe S CEDE O i ymcroaepeHu:ﬂ MHCTPYKLMEeH
rucTpaLy
1 HOBOKAMHAMWMO ppo/e/ewefmeeenenna 100 P
Mr/1 mMn: amn. 5 (n 10 wr. ND00789) MOCXMMPAPMITPEI
220108 wrm. HA Cemamko
2 . HOBOKAMHAMILO p-p 4/e/e v B/m eeenerHwnA 500 mr/s | NCP-00062 OPTAHWKA (Poccua) 0
mMn: amMn. 10 wT. 03.02.10
3 HOBOKAWMHAMKMO- | p-p ofvHeeky, 10% (500 mrfs mn). - [P BPEIHUANOB-A
$PEPEWH aMn. 5 WwT. MO02646/0 (Poccus) O i
fale M awlalr]

Mopbop asanorwyHoro Npenapara

Ecnu e Oyayt Haitnens! «Ilonubie ananoru», BeiOepute B OKHE noa0opa «I'pynmnoBbie papmManieBTHUECKHE» U T.1.
[Ipenapar, HHCTPYKIUS KOTOPOTO COJACPKHUTCS B CIIPABOYHHKE, BBIIEJICH )KUPHBIM MIPU(TOM U Tanoukoit B crondue «C HHCTPYKITUEH».



Kraccuduxanua aHAT0TOR

- [lonHEle aHATOrH — HmpemapaTsl, HMEIOMIHE B COCTABE HASHTHYHBIE AKTHEHEIE BEINECTEA H
cxosxHe GhopMEI BEITYCEA.

- rp}'l'JIIDBI:IE EbaphlﬂHEBTIHECEHE AHATOIH — IPEIapaThl, COOSPEANTHE aKTHEHEIC ECINECTEA CO
CXOMEKHM MeXaHHZMOM JeHCTEHA H HMEIONIHE CXOEHe ¢JGPI\"LI ELBITYCEA.

I:I [ pynmoesle TepaneBTHYECKHE aHAIOTH — MOTYT OBITH HCIIONB30BAHEl CIIELHATHCTAMH [IPH
HAZHAYCHHH TEPaNHH E OTCYTCTEHE IPENapaToE «IIEPEOH THHHH.

Obpaniaem Baire BHUMaHue, 4To cepBUC pabOTAET TOIBKO JIsl TEX TOPrOBBIX HAMMEHOBAHUM, KOTOPHIE BKJIIOYEHBI B CIpaBOYHUK «Bunans. JlekapcTBeHHbIE
mpermapaTsl ¥ TOBAPhI alITEYHOTO accopTuMenTa B Poccumy». Ecnin Ha MOMEHT OOHOBIIEHUS CIIPAaBOYHUKA MPEnapaT HaXOAUJICS Ha MePeperucTpaui, OH MOXKET
OBbITh HE BKJIIOYEH B 0a3y TaHHBIX U HE CMOKET ObITh HallIeH IporpaMMoil HU B KAKOM B KauecTBeE.



Ynanenue cnpaBouHuka "'Buaags. JlekapcTBeHHbIE IpenapaTbl M TOBAPbI AIITEYHOI0 ACCOPTUMEHTA B
Poccun''.

[Iponienypa yaaneHus: CripaBOYHUKA SBJISETCS IITATHOW U MPOU3BOJAUTCS CTAHIAPTHBIM 00Pa30M CPEICTBAaMU OTIEPAITMOHHON CUCTEMBI.
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