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®02/Cn-IT-13/11.3

O6utectro ¢ orpanuenno oTneTeTBENNOCTRI0 «CAGGANCKAR anmekan
601123, Branuvnperas ofaacm, Neryumnciodi paion, 1. Boabritckuh

Teiviake: (49243)71-131 e-mail: volginski6S@list.ru

[IACIIOPT N 02 ot «16» aekaGpn 2019 r

Hanmcnonanue npoaykumnm «lmoko3a, pactrop aas BHYTpHBeHHOrD BBeaenua 40 %y,

10 asmnya no 10 wa

Homep cepuu 021119

Ko.muecToo nposykLmMy B CEPHH (Vi) 25 857

Hava npomisoacrsa 02.11.2019

Cpok roanoctw a0 112021

Hopaatushbi 0KkyMeny JIT002299-081113, u3m, Nal-No2

Yeaomus xpanenun B saimmuieHHom ot coera aecte NpH TeMnepartype ne sutwe 25°C

! MokasaTenn TpeSonannus no HL. e ] Pesyanrar .
| Onueanne [Tpospaynas Gecunernas uan caernio-kenToro usern HHKOCTD f;:f::gi::u Sesuncrain

|

O6pasonasine kupnuuKD-KpacIioro ocaaxa

MoatvepwaecHa

Heemnas pearyusn ¢ peaxmusos Denunea P
OkpaumBaline nnaMenu B we:1rsii user

I Hogannnoers

Moarsepxaena

Xapakmepuas peassyus na nampui, 1@ X1l

OBpasonanue Geaoro TROPOWHCTOrO OCAuKa,

Xapaxmepnas peasyus na xaopudnl, I XI{] Moauepuaciia

Ipospaunocrs [Mpenapar aomken Gurn npospauiuiv, 7® X/i/ . Mpospatineti
N lMpenapar aonwen Gurrs GecupeTHLM 1R BbIACDKHBATL CPABHEHHE C
nernocrn STLIOHOM Y [ X1/ becuserhbin
nH O13.0104,0 /' X111 (Hlomenyuomempunecsu) 3,82
lexs 1C BRAIOYeHH
Mexan s Wi lpenapari danxcen suoeprcusams mpeboeanus I'd XI[T Brunepxusaer
A) Baiumuie cacruun 5
oo | (Budyanoneti vemod) — _ IS e

6) Hesiammuie vactuuw! 10 mxm u Boaee — e Gosee 3000 vactuy n | asMnyae; 0

25 MkM & Gonee — He Bonce 300 wacThu B | amnyne 0

(Mukpockomeckuii memod)

S-riapokcuMeTHA-DYpPyposr | Oirudeckas NAOTHOCTS PACTROPA NPH ANKHE RONILI 284 HM J0/DKHA OBITH He

0
X pONCTREnNbIe coeannennn | Gonee 0,25 (Crekmpoghomorempus) 0.0027
Hisaexaembtii obnem, ma He MeHee HoMusatbHoro. 7@ X1 10,5
| GEETERUARLHRIE He Gonce 2,5 ED/r aexetposut Monoruapara, '@ X/ | Menee 2.5 E¥r
|_IHNOTOKCHMBI o
f HetokcHuen
9 5 TIpoTokon wembrrannii
AHOMAILRAR TOKCHUHOCTL Tpenapar nomen 6uiTh HeTokeuunms, 7P X1/ No T19-05242
ot 16.12.19 1
) Tpenapar nosken 6T CTEPUALHLIM, ‘ |
Erepiaiuners I X1 (Memoo membpannoil urempaiiu) o |
Koanvectaennoe
onpenenenne, Mr/ma Or 388 10 412 (Pechparmonempus) 397,18

ITo 10 a1 8 noanmepsibie AMIIYIbl. HITOTOBIEHHLIE 110 TEXHONOrHH

(BLULYBARAE- HANOMIEHHE-repMeTH3aLmay. To 10 amnya suecte ¢ MMIT nomeiiacu B nadxy w3 KAPTOHA.

Ha yrukerke amnynst yrasano: MPEANPHATHE-IIPOHIBOAHTENL H CTO TOBAPHEIA JHAK, HAIBAHAL NpCnapaTa.

«[lexcrpuzas, nekaperacnuan gopma, KONNEHTPAIHA, 0heM B MUITHIKTPAX. 110MEP CEPHI, CPOK

TOAHOCTH.

Ha nauke ykajaHo: npeanpusTHe-NpOHIBOAHTENDL H ero TORAPHBIA 3HAK NOYTOBKIH anpec, Teneon/arc,

HajBaHue npenapara. «/lexcrposan, nexapcrsennan (OpME, KOHHSHTPAUMA, COCTan Ha Iw, ofbes A

MHAILIATDAX, KOTHYCCTBO avmya B ynakomke, «CrepHauton. YCNOBHS XPAHCHHMA, YCIOBHA OTIYCK, |

cnocob npumeneHus: «BuyTpusenion, «XpaHKTE 8 HEAOCTYNHOM ANS AcTel mecten. «TTpHMensTh 1o |

HAINAULNHIO BPAIWy, HOPAAOK PabOTbl C MOAMMCPIOH aMITYAOH, PETHCTPALIMOHHLIE HOMEP, WTPHX-KO,1.
IIOMED CEPHM, CPOK FOAHOCTH.

Ynakonka

CTBOP L4 BHYTpUBCIHOrO Boeaciud 40%» 10 asuys no 10 ma, cepus 021119, COOTBETCTBYET TpeboBanusm

SN .
/ /Crpanai M. [/

onITHEL DU




(9) 10866,/32-20 r.Banawmxa, MKp-H CantbikoBka, HocosuxuHckoe wocce, enageHue 253, 1 atax, nomewenne N21 000 "ApxuMen"

‘«f ®02/COM-Ax-17/19.6
OGuiecTBo ¢ OrpaHHYeHHOH OTBETCTBEHHOCTHIO
«Cnaganckana anmexay

Hocee Ha cepHio
JIEKAPCTBEHHOr0 NpenaparTa NPoK3BOAHMOTO 1S peaiH3auHH Ha TeppATOpHH Pd

HanmeHoBanue JIEKapCTBEHHOTO Mpernapara;
I'nroko3a, pacreop ans BHYTPHBEHHOI 0 BBeeHHus 40%

P. Ne @acoBKa/BHA YITAKOBKH:
JII1-002299 10 amnyn no 10 ma
Cepus: 021119 O6béM cepuu: 25 857 yn.

Vnentuduxanuonnsi#t Ne:  T'TI-13(4)-021119/02.11.19
Hata usrorosnenus: 02.11.2019 [omeH mo: 1121
IMacmopt Ne 02 Hara Boiraun: 18.11.2019

dia

Paspemenne na Brinyck B rpakaanckuii obopor
CEPHH JIEKAPCTBEHHOT 0 NpenapaTa

B coorsetcteui co cr. 45 ®Memepanbhoro sakona PO «O6 OOpalleHHH NIEKAPCTBEHHMIX
cpencts» N61-@3 or 12.04.2010 r. ynonsomouennoe nmumo OO0 «CnaBsHckas anTeka»
OCHOBBIBAAICE HAa JMYHOM 3HAHHM BCEX WCIOMB3YEMBIX B NPOM3BOACTBE TOMEIICHHH W
fIPOLIECCOB, OMAITA y4aCTBOBABLIEr0 B NMPOH3BOACTBE NEPCOHANA H NPUMEHAEMOMH CHCTEME!
KaueCTBa, B paMKax KOTOPOH OCYLIECTBIAETCA NPOM3BOLCTBO, H3YYHB [OCBE Ha CEPHIO.
MacriopT, pesyNnbTaTel AHATHTHYECKOTO KOHTPONS H APYrHe HNOKYMEHTBI MPHHANO pelleHHe o
BLIITyCKe B rpaXkAaHcKuit 06opot cepun 021119 nexapcrsentoro npenapara
I'n0k03a, pacTBop Ans BRYTpHBeHHOrO BReAeHHS 40%
JlaHHOE pelleHye rapaHTUpyeT, uTo:

* cepusa ObIa NPOU3BEACHA M MPOBEPEHA B COOTBETCTBUH C THLEH3HEH Ha MPOM3BOACTBO
NIeKapCTBEHHEIX cpencTs Ne 00216-JIC, tpe6GoBanusmu PErHCTPalMOHHOTO A0CHE

JITI-002299, tpeGosanmsmu Ilparun  Hamnexames NPOU3BONCTBEHHOH MPaKTHKH.

YTBEPHKACHHBIX NIPHKA30M MUHHCTEPCTBA NPOMBILLIEHHOCTH U Toprosin PO ot 14 mons 2013
r. N916, a Taoxe HHBIMH TpeGOBaHUAMH, YCTaHOBIEHHBIMU HOPMAaTUBHBIMH [IPaBOBBIMH
akramu Poccuiickoi ®encpaumn;

SedlRM HEOOXONMMOCTH WCC/IEeI0BaHHA Gpaka WK OT3HIBA CEepHH YIOJHOMOYEHHOE JIHLIO,
' CK, M COOTBETCTBYIOIUHME 3AITUCH MOTYT OBITH JIErKO

TTodnucey OHO o :
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