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119329 r. Movina, Suineaiesinl nepeyiok,
aoMm 6, crpacitne |
rem.: =7 (495) 783 26 £9

PA3PEIIEHHE Ne OTP-12-052021 or 18.05.2021
HA BBOJ B I'PAXXIAHCKHI OBOPOT JIN

TOPrOBOE HAUMEHOBAHME:

Orunakc®

MEXIYHAPOJIHOE HETTATEHTOBAHHOE
HAUMEHOBAHME (TPYTMITHPOBOYHOE NJH

NHAoKauy + (Z)EHMDII

| XHMHUECKOE):
JIEKAPCTBEHHAS ®OPMA: Kanny ylihe
NO3NPOBKA: 10 Mr/r + 40 Mr/r

®OPMA BbINYCKA:

kanan yumuie (prakon) 16 r x 1 (kopoGra
KapTolnas)

HOMEP CEPHH (IIAPTHH): 3573
OBBEM CEPHH (MTAPTHH): 50064 wr.
JATA [MPOH3BOJACTBA: 02.2021
TOOEH A0: 02.2024

HAHMEHOBAHHE W APEC IPOH3BOOMTENSA
(C YKASAHHEM CTAAHH MPOH3IBOACTBA):

Buoxoacke, ®panuns,

| asenio, Bnea [Tackans, 60000 Bose
(Tlpou3BoACTEO H KOHTPO/E Ka4eCTBa
HECTEPHTLHOH NPOYKUHH, NepBAIHAA
(BHYTpCHIIAS) YNAKOBKA, BTOPHIHAS
(noTpebHTeNnbCKNA) YIIAKOBKA, BLITYCKAIOUHHA
KOHTPOJIb KOYCCTBA)

HOMEP H JATA PEFUCTPAIHOHHOTO
YAOCTOBEPEHHUS:

ITNO11568/01 ot 05.10.2011

HOMEP HOPMATHBHON JOKYMEHTALIHH:

TINO011568/01-051011 1 Mam. Ne 1,2,3,4,5,6,7

HAHMEHOBAHHE H AIPEC JEPKATEJIA
PErHCTPAUHOHHOIO YIOCTOBEPEHHA:

Buoxkoacke, ®paiuus,
7 asenio, lannsvenn, 94250, Xautniin

hna i llnlbhasnennmd wload iS4 E W

Iaunas cepHa, BBC3ClNAE Ha TeppHTopHio PQ®, Ghuta npouiBcAeHa Ha  Benueykasaniof
NPOH3BOACTBEHHON ILIOWAKE B [I0.THOM COOTBETCTBHH ¢ TpeGosanuamu cGMP u perncrpaunonnoi
NOKyMeHTauHell, UTO MOATREpXKOAETC CepPTHOHXATOM COOTBETCTBHA YMONHOMOYCHHOIO NHUA

NPOH3BOKTENA.

HacTosumM MOATBEPHAAO, YTO BLILIEYKAANHAR CEPHA JICKNPCTBEHHOTO Mpenapara, BEC3CHHOrO Ha
TeppuTophio  P®, cooteercreyer TpeGosannaM, YCTaHOBIEHHBIM NPH €ro TOCYABPCTBEHHOMN

PeruCcTpauHy,

OtBercTBEINOE NHL0, YONHOMOYCIHOE NPOU3BOAHTEeM no JlosepeniocTr oT 10 ansapa 2021 r,

-

,%f% / Tonvapenko O.A.
-

=z 000 «bHOKOUERC»
1411 7725682595 KITI1 770601001 QIPI 1097746785927
pe (py0an) 407028108571 50L00035 0 1AO POQCTAIIR
k¢ 30101810000000000256, BIIC 0=4525256
10p 1 zimecknil azpec: 119049 r. Mocksa, Sxnsanckdi nepey ok, toM 6, crpocine 1,97, 5 nos. [ ke, 4
Gantizeauil napec: 119049 r, Mockes, Aemvancxinli nepeyaok, aoM 6, ctpoewiie |, Binnec-uenm oHunepckuil 2oun
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slocornex ™= Ceprudmrar anamaa
7 evenue Gallivni
94 250 ety
Fiiiae
OTHINAKC xanau vunrie 16 ¢
Cepun/ 35713
Hara nponieoactes / 02.2021
Hora ananusa / 23.02.12.03.2021
Toacn po/ 02.2024
MokeiaTean Creundixanums PelynbTaTH
Onuconke Flpozpassuait, GecubetiiLill WA ®em oBaThill ITporpaunmil, Gecusetiuill pa¢raop ¢ Jamaxom
PacTROP € JANAX0M CNHPTA cn1pTa
MaanunKocTs:
penmon Bpeas yncpauBaiia ocnouRoIO Mika i BpeMa yaepHBAITNA 0CIIOBROrD NHKS 1t

AHAOKAIHA MIPOXNOPIA

XPOMOTOrPEMME RCAMTYCMOIO PACTBOPA ANNXII0
COOTBETCIBORATE HPEMEHH YACPXKBAHHKA fHxn
heHRIONA 118 XPOMATUIPAMME CTOIAAPTIIOND
pactsopa.

Bpﬂdl YACPAHBAHHA OCHOBHO!O TTHKS I
XpoMaTorpasuqe HCMWTY CMOD POCTROPA ANAKHO
COOTBETCTBORAT & BPECMEHH YACHKHBANNA MHKD
NHACKIMIND THAPUNIOPHIA HA XPOMATOPAMME
CTAHPTNOIO PACTRODA.

XPOMBTATPAMNE HEIILTYEMOrD PICTROPN
COOTBETCIBYCT DPEMEHN YIEPRMBLIING ITHKA
$eIIOHD HA XPOMATOTPAMME CTAHIAPTHOIO
pastaopa.

Bpeums yaepkHBAHKS OCCHOBHOID THKR H3
XPOMATOrPaMME HENMITYEMOIO PACTROPA
COOTBETCTEYCT BEPCMCHR YICPRWBAHHE NHKD
AHOKOHHE MUIPOXAOPHIA KD XPOMBTOrpAMME
c1aM1d 0 pPacTeD]

Mpowpaviacts Lonxcin GulTh MPOIPANHLIM N0 CPABHEIINO ¢ TMpospaninfl no cpannciinio € 5030R
panoA

Usernoctt H HOCTB OKPaC PELIAPATA HE AVAKHD HirmeHCHBROCTS OKPACKH MPENAPATA lie
NPEBHILIOTH WITEHCHBHOCTS UKPACKH STANOIONO | NPEBMIIOCT HHTCHCHBHOCTR OKPACKH JTANOHIOND
pactsopa Yq pacteopa Y

pH 015,010 7.5 57

OrHocuTenbiae stnoTioers | 1,119-1,123 1,121

Macca conepxumoro

rakonn or 155201651 16,1 r

MuxpoGionormyeckas

nueToTa:

O01iee 4ncA0 Bapolinex < 10° KObr < 100 KOE/r

Gaxtepui (TAMC)

OBuwce wnena rpubon < : < 10 KOENF

(TYMC) < 10 KOE/r KO!

;’“":Tm dervginosa otcytcTRIET oTCYTCIBYCTT

bt tiadockpd gicvicauelr oTcvreIBYETT

Konuuectacunoe

onpeaencine:

denson 38-42 mrir 40 moir

MULOKAHHD THIPOXAOPHA 9.5 - 10,5 mrir 10,1 mrir

IUHOA 200 = 230 mr/r 217 mrir

YHhukosko Mo 16 r oo dnaxon k3 mirapHore crekns ¢ | Tlo 16 r po Qnaxon W3 auTapHoro cickan ¢

sapunuNBatoineficn  kpuiikol o KoneAkiua,
ynakopounas B Ganerep  TIBX/Gymara,
noMelcHIrse B KAPTOHHYIO 1104KY ¢ BAUXeHHOH
IHCTRYKIHER N0 MEAHUHICKOM NPHMENEHIND.

JapHHYHBLIOUIEACS KpuuIOH M XANCALIHUA,
yiakoeasnas B Gauctep  TBX/Gyworn,
NOMCIICKHRIE B KAPTOHITY1O 184Ky € BAOWENHCR
MHCTPYXUItCH NO MEOHUMHCKOM IIPHMEHEHHXO,

[Taukn HMEET KONTPONL NEPRONO BCKPLITIN,

htnnilinharmmansd riloadiN?/1810
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Boas0xHO 11LTHYHE KOHTPORA NEPBOrD
L BCkpbITIE,

Mapkuponxa A TIgKOAN ¢ haaus i 1
Doy AGNg Yx@INagom:  TOProROE | pyeceowm SInii¢ YXIINQ: TOPrORDS NTHMEHODANINE
HINMCHORIHIIC NPEIIINATA C NPCIYNPEANTENbHOR | HPEnDPaTD € NPERYNpPLAHTEnbItol Mapkupoprof
uapxupossuRt ®. Hoineronanue npomspammens | ®. Halwenosakie nposanoanteas (4 Bnatensua
(1 snazentua PY), nexapeteehuyio dopuy, | PY). ackspcisemma opus. zcimposxa, coctan
201KpODKY, cocran (n Hus | (mam ACACTBYIOUNX DEUIECIB H MX
AcHACTAYIOWMX BEWCCTB W 10X KOIHIECTBA B | I | KOTHMecTBa B | r pacTBOPa), MACCA CONEPRUMONG
PACTBONA), MOCCY CONEPAHMOID DRAKOHA, Pewind | (rsscois, pemum A0IMPOBAIHR (44 xanaw 2-3
aopporains (a4 xanaw 2-3 paza B Jcnk.v), [ paa B ACHR.D), YCIOBHA XPAHCHHS, AXPIHHTSL B
YEN0BME Xpaliciis, cXPaNuTh b NCACCTYNHOM | HENOCTYUHOM 1% netel  mectes, «flepex
A aetet mecres, aflepel MPHMCHENHEM | NMPHMEHEHHEM BUHMAOTEILHO OIHIKOMBICS: ©
PHHMOTENBHO OMMKOMETECE € WICTPYKInMefly, | HHCTPYKIDieis, YCNOBHR OTNYCKA, NOMEP CEpHN,
YCAOBHR  OIMyCka, HOMEP  CCPHM, 24Ty | A4TY NPOHIGOACTES, CPOK MOMHIOCTH;
NpOHINOACTHA, CPOK MOMHOCTH, A0MOANWTEALHO HO AATHHIUC YKAIAHO: ROTOTHI
AOMOMKMTEALHO  HD  NATMINIUC  YXQIWBMOT: | MpOHIBOAWTERY (M Aepkarens PY),

A0rOTH NPOIBBOANTENS (4 aepaarens FY). HoHecenmu  nepemeHHc  TEXHMUECKHE  KOIM
Bo PEMCHHBIX TEXHHTSCKHX | YIIOKOBKH,
KOIOB YTUKODEW WK NpoyKra A i
I i Y \ LLTerl) IXCCKOM AYWKE YXUIIENG: TOPFOBOE HIHMEHOBOIIIE
Koy RYGINY | VKQIGIS@opl  TOProBOc | TPEUAPATa ¢ NpeaynpeAImentiol MopkupoRkul
HAHMEIIORINKE TIPLIOPOTO € NpelynpenuTentholl | ®, wuivenobanwe W  opuameckull  napec
MapXUPOD KON B, uuMelOBORKE W IOPICKIECKIA | npolsRDAINEONs (n nAnCALN ry)
anpec  npoWiBoMimenx (M enopensua  PY), | nexapetoenmas bopmn, Ao3MpOBXD,
AekapeTBENNyIO topuy, 103HpOBKY, | IPYMUPOBONHOE  HAHMEHODANME, cocran
TPYNMUPOROUIOE  HANMCHOBANME, cocTas | (NaMMEHOBANKY ACHCTDYIOWMX BEWICCTE H HX
(HanveHORaINGE  NcACIBYIOWMX BEICCTE K WX | XonWwectsa B ] r PARCTROPA, D TOKXC MEPCyCIL
KOAHYECTBA B | I pacioopa, 8 TOKSC NEPEYeHb | BCNOMOrgTEALHBX DeuecIo), Macca
BCHOMOI BFC/IBHBIX pewecIn), MBCCY | coaep o¢ PEXMM NOIHP (ad
COACPXIMOIO pNaKONL, PexcHy 203HPORANHS («4 | Kanmy 2-3 pasa b AcHb.»), cnocoS TIPHMCHEINA
Kanau 23 paja § AeHu.n), ciiocol npusmenenus | («flue  mecTuoro MPHMENEHHE. D), yCaaBng
(el MeCTHOrD  MPHMCHEHHR»),  YCIOBHE | OTTIYCKA,  YENOBHA xpancnna, «aXpaHuTs B
OTyCKD. YCnOBMA XPOHENMS, «XpaHNTh R | HEocTYNHWOM ans  nerel  Mecte., «llepea
HeACCTYNHOM  an®  ncTel  mecTe.r, ullepen | NpUvEHCHHEM BIHMATCIBHO OIHAKOMBIGCSH ©
ApUMCHENHEM  BHHMOTENEHO O3HakoMmbTeck ¢ | WHCTPyKuMeRs, «lloche BokpurTHs  duinxowa
unctpykunchs, allocie scuparus  dnaxona | npenepar chcayer HCHOMBIOBATE B TevEKE
NpENapaT CACMYET MWCNOTBIOBATE B TCHCHHE | OOHOrG  MECRUAM, 11OMCP  CEPHH,  Jate
O/HOID MECRIL. Y, HoMep cephit (€1050 «CepHad | MPOMIBNACILA,  CPOK  FOINOCTH, WTPIX-KOL,
A0MYSKOSTES I1¢ YKAIMBATH), ABTY NPOHIBOACTEA | HOMED PETHCIPIUMOINIOID YNOCTOBEPEHNS;
(cnoso  eMarotopaciie  gonyckactes  we | Fonawwumessno wa AAmUNINGE yRa1ako: NOTUTHN
yhuIMBUIS), CPOX rOAHOCTH (caono «ogen non npomnsoanTens (W aepworens FY),
AOMYCKETER ME YRAILIMITE, MTPHX-KOL HOMCP | Liyrecopss nepeMeite  TeaMMeCKHE  Konm
PEIMETPALIONIOID YAOCTOBCPEIINE; VIIROBIOL
Jonaiwumessio wna  Raptumiae  yxaswsaon: hﬂnumlutcnhllo iieEsa cpeactan
AoroTHi npowIkoMITEns (n aspaatens PY). HACHTHG IR
Bo1MOXHO0 NAHECCHHE NEPEMEHIBIX TEXHHYLCKHX
. KOZON Y1isKORKH NAN NPOdyKTa.
| JlononuKtentito MoryT GLITL HosleCeNkt CpeacTea
aenmidmkuiy,

Cpox roanociy 3 rona 3 rosma
Nocae BexpuiTHE dinoxons NPEnpaT creyer Tocne scxpbiTis ankoia nPelapar cneayer
HENOALIOBATE B TEHCIHE OAHOMD MECAILa HCNONKIORATE B TeYeHITe OJUIOTD Mecana

XpAHEHHE: IPH TeMiicparype HE Brlie +30°C

Heunan cepua Tlpoaykta npoHsECACHS H IPOWITA NEIKTRIHA D COOTBETCTRHN ¢ TpeGonamnann cGMP u cnetHGIkaHamn
HI TNOYIS68/01-05101 1 wm.1,2,),4,5.6,7

Jnmcawsenne: Cournetcrayer

Hore punycka: 19.04.2021

Otaetcroenniifl 33 XOITPONE kavieciBa

Ynonuomoueunoe auio/flyain Huxanae
Tepesod ¢ orruiiexor0 a pyecsui 3w ruinasuen Omsememeeiomiu auyou 000 « SHOKOIEKC s, ynaviauouensws
npoussodunieren no [loaepennocinu om 10 axeapn 2021 2
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