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OBLECTBO C OFPAHMMEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOMMYECKAA GAPMALEBTUYECKAAR OUPMA «NOJIMCAH»
192102, Canxr-Metepbypr, yn. Canosa, 72, Kopn.2, HT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

A VHTennekT Ha 3awmre
3[0POBbA

® NMOJIMCQH

AnannTHyeckuii macnopt Ne 459

TMpenapar: IAKJIO®EPOH® TabeTkn, NOKPbITHIE KHIIEYHOPAcTBOPAMOH 060.104K0# 150 Mr

Cepus: 670520 P N001049/02
dopma BbINyCKA: (xonTypHas sueiikosas ynakoska) 20 x 1 (nauka kapTOHHas)
Konuuectso: 57204 yn.

Jlata warortorneHua: mak 2020 r.

JlanHble aHATH3A

INokasarenn

TpeGorauns HJ P N001049/02-081018, Mam. Ne |

Jlannsie aHanu3a

1. Onucanue

Kpyrisie ABOSKOBBITYKIbIE TAONETKH KETTOrO LBETA, MOKPHITHIE
KHIETHOpAcTBOPHMORH 06osoukoit. Ha nonepeunom paspese A1po xEnroro
LpeTa
(Busyanshsii, ['d PD*)

Kpyrasie A80aKOBRIIYKINE
ralneTkH KENTOTO UBETA,
TIOKPHITHIE
KHIDEYHOPACTBOPHMOH
obonoukoii. Ha nonepeunom
pa3pele Aapo KENTOro 1seTa

2. IToANHHHOCTE!

- AKPHIOHYKCYCHAA KHCJIOTa CreKTphi NOTACHICHMA HCMLITYEMOTO PACTBOPA M pacTeopa cpasHenys (b) B COOTBETCTBYIOT
oBnacts o7 340 0o 450 HM NODKHE HMETE MAKCHMYMbL H MHHAMYMBI NPH &
OINHX H TeX ke AnHHax BonH (CnexTpodoToMeTpHs)
BpeMs yAcpKHBAHHA OCHOBHOTO [THKA HA XPOMATOTPaMME HCMBITYEMOro
PAcTBOpA, IPHIOTOBACHHOTO AN KOMHUCCTBEHHOO ONpeeneHus, JO/KHO COO0TBETCTBYET
COOTBETCTBOBATL BPEMEHH YAEPKHBAHHS OCHOBHOIO NHKA HA XPOMATOTPAMME
pacteopa cpasiennd (b) (BOXX)
- MErTIOMMH TatHO pO30BATO-OPAHKEBOTO UBETA MELMOMHHA HA XPOMATOrpaMme
(N-METHATIIOKAMHH) MCITHITYEMOTO PACTEOPA 10 NONOKEHHIO, OKPACKE H BENHYMHE OIUKHO CootsetcTByer
) COOTBETCTBOBATE NATHY METIIOMHHA HA XPOMATOTPAMME PAcTBOPA CPABHEHHA
(TCX)
3. PacTBOpEHHE 1-5 cTanus — ie Gosee 10 % aKpHAOHYKCYCHOH KMCIOTHI 32 60 MHH 0
2-5 cranus — He Metee 70 % (Q) akpUIoHyKCYCHOH KHCNOTE 32 45 MHH 97-99
(T'® PO*, Cexrpodoromerpns B Y u suaumoit obnacrax)
4. PoncTBEHHBIE IPUMECH EAMHMYHAS HEMICHTHOHUIMpOBAKHAs NpuMeck — He Gosee 0,20 % 0,02
(BIXX)
Cymma npumeceii — ne 6onee 0,50 % (BOXX) 0,05
5. Muxpofuonoruieckas Kareropns 3A c
GHCTOTA (T PO%) OOTBETCTBYET
6. ORHOPOIHOCTH NO3HPOBAHHA Jlomken cootsetcTBOBaTH TpeGoBanuam (I PO*) CoOTRETCTRYET
AV=22
7. KonnuectBeHHoe
ofnpeeneHHe:
- BKPHIOHYKCYCHas KHCIIOTa Ot 142,5 mr g0 157,5 mr CisH11NOs (akpunoHyKcycHoH KHCIOTSI) B 1473
tafinerke (RKX)
- METTIOMHH Ot 131,4 mr 10 160,6 mr C7H17NOs (MermomuHa) B tabnerke 1494
(N-METHITIIFOKAMHH) (THTpHMETPHS)
8. Vnakoeka o 10 ann 20 Tabnerok B KOHTYPHYIO AYEHKOBYIO YNIAKOBKY M3 IIEHKH Tlo 20 tabneTok B KOETYPHO#R

MONHBHHHIXIOPHAHOM U (POTETH AMOMUHHEBOH JUTA YNAKOBKH.

| KOHTYpHYIO AueHKOBYIO YNaKoBKy No 20 TabneTok, 1 mau 5 KOHTYPHBIX
AveitkoBbIX Ynakook 1o 10 TabneTok BMECTE C HHCTPYKLUMHEH 10
MEAMLHMHCKOMY IPHMMEHEHHIO MOMELAIOT B NIA4KY H3 KAPTOHA.

JIns KOHTPONIA TIEPBOr0 BCKPLITHA GOKOBbIE KIANAHb! MAYKH MOTYT OBITH
3akneenst 3mkeTkamy, [lauku MOTyT OBITh CTPYNNHPOBAHEI B GaHIEpOIM
TepmoycanouHoi muieAkoi, Mauky wiH 6aHIEPONH NOMEHIAKOT B rPYTINOBYIO
Tapy.

FYCHKOBOH YNAKOBKE H3 ILIEHKH
NOMHBHHAMXNOPHAHOH 1 (onsry

AMOMHHHEBOH /1A YNAKOBKA.

1 KOHTYpHaA AueiKoBaA
no 20 va6

¢ MHCTpYKuMelt no
MEJIMITHHCKOMY PHMEHEHHIO

NOMeELIEHa B NIAYKY W3 KapTOHa,

Tpe6osanna HJI cobmonenst.

9. MapkupoBKa

B coorsercteu# ¢ HJ1 P N001049/02-081018, Ham. Ne 1

Tpebopanus HJ] cobmonens

* - nelicTyromee n3aanue ocynapcTenHol Gapmakonen Poccuiickoi Penepanyy
3akimo4yeHue: coorsercTyeT Tpeboanuam HJI P N001049/02-081018, Ham. Ne 1

Jlara seigaun nacnopra: 28.05.2020
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Hauansank OKK
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HHC-KO-2000-0160 «KoHTpoas npon3peaeHHoi npoayKumu», epeus 9. Jlara speaenus: 05.11.2018

Cpok rognocty no: 05 2022

: E%W A. B. Crok

A. . ®éaoposa

C. H. Cxopux




OO0 "HayuHo-TexHOnormueckas dapmaneermueckas ¢upma "IOJVCAH"

PABPEINIEHME HA PEAJIM3ALIMID
or 29.05.2020

[lpenapar, ¢opMma BHIyCcKa

OUKIIO$EPOH® TabneTxy, NOKDHTHE KMIIeYHOPaCTBOPUMON oBosoukoit 150 wmn
N 20 Poccwiickas ®enepanus

Cepus 670520
KonmmuecTBO OO XOHTpONA 57 204 ynk
KonmmuecTBO nocie KOHTpoOssa 57 175 yuk
N AHaJIMTMYECKOI'O HacloopTa 459

AHANME OPOMBBONCTBEHHOM INOKYMEHTAIMM
Jocke Ha cepuo NpoOBEpPEeHOo la
HJocbe Ha cepuw onobpeHo Ia

KprTudeckMe OTKIOHEHUS OTCYTCIBYIT da

Cepua npousseneHa M NPOKOHTPOJMPOBAHA B COOTBETCTBUM C JMLEHIUEN
Ha NPOM3BBONCTBO JIEKAPCTBEHHHX CPeNCTB, TpeBoBaHMAMM
PeruCcTPalMOHHOTO Oocke, TpeboBaHMAMM OpraHM3aUMM OPOU3BONCTBa M
KOHTPOJNIA KadeCcTBa JIEKapCTBEHHHX CpeACcTB (npasun GMP), a Taxxe
MHEIMM TpeBOoBaHMAMM OeHCTBYOUETro 3aKCHONATeLCTBA.

[Iponyxuma paspemeHa K peaavsalmm da

YnonHoMoueHHOe JIMLLO

IupexTop no
KadecTBY

Cropuxr C.H.

(nonxHoOCTH) k_moﬁnncr: ) (pacumppoBka nopnucu)

[lonoxeHMe © JulLe, OTBETCTBEHHOM =a BEIIIYCK cepuM ( YIOJHOMOYUEHHOM
Jumue o KadecTBy), Oara yTe. 05.12.2019




