WHTeNNexT Ha 3awmTe

300pOBbA

OBLWIECTBO C OMPAHMYEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOTMYECKAA ®APMALEBTUYECKAA ®UPMA «NTOJIMCAH»
192102, Cankt-Netepbypr, yn. Canosa, 72, Kopn.2, MMT.A,

. non “CQH Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info®@polysan.ru

AHanaTHYecKHi nacnopT Ne 17

Ipenapar: IIUKJIO®EPOH® TabnerkH, NOKpLITHE KHMeYHOpacTBOpHMOIl 0Gonouxoi 150 mr

Cepus: 1731219 P N001049/02
@opMa BHIITyCKa: (kOHTypHas fueiikoBas yrnakoska) 20 x 1 (mavka KapTOHHaA)
Konuyectro: 54986 yn.
Iara narotornenus: aekabps 2019r.
JlanHbIe aHA/IH3A
INokaszaTeab Tpebosanua HI P N001049/02-081018, M3m. Me 1 JlaHHbI€ AHAIH3A
1. OnncaHue Kpyrnsie ABOAKOBBIMYK/IbIE TAGNETKH XKENTOrO LBETa, NOKPHTHE Kpyrase asoaxosunyknnie
KHIIEYHOPACTBOPHMOH 060n104uKoH. Ha onepeaHoM paspese AApo KENTOro Tabnencn m': uera,
LB€TA TIOKD&ITR
ol
(Busyanshuit, F'® PO*) Emwm :P""
paspese SAPO XENTOFO UBETA
2. IMopMHHOCTS: c &
- NEKTPH NOMOMEHHA HCMETYEMOTO PACTBOPa H PacTeopa cpasticrns (b) B OOTBETC
SAPRIDIYREYERAR RINAFINA o6nact ot 340 10 450 HM JODKHE HMETH MAKCHMYMB H MHHHMYMbI NIPH C T
ONHHX H TexX %¢ nHHax BonH (CrnextpodoToMeTphs)
BpeMs YAEPKHBAHHA OCHOBHOIO MHKA HA XPOMATOrPAMME HCTIITYEMOTO
PAcTBOpA, NPHIOTOBJIEHHOTO U1 KONHYECTBEHHOIO ONPENENEHHA, AODKHO CooTBeTCTBYET
COOTBETCTBOBATE BPEMEHH YACPKMBAHHA OCHOBHOTO NHKA HA XPOMATOrpaMMe
pacTeopa cpasneHHA (b) (BIXX)
- MEMIIOMHH TIaTHO PO30BATO-OPAIDKCBOTO LIBETA METTIOMHHA HA XPOMATOIPaMME
(-N_anrmomm) HCIILITYENOTO PacTBOPA 0 NONOKEHHIO, OKPacKe H BETHUHHE 0/DKHO Coorserc“ye'r
COOTBETCTBOBATE NATHY MEMIIOMHHA Ha XPOMSTOTPAMME PacTBOPA CPABHEHHA
(TCX)
3. PacTeopenue 1-1 cranua — He Gonee 10 % akpuaOHyKCYCHOH KHCIOTHI 32 60 MHH 0
2-2 cranus — He MeHee 70 % (Q) axpraoHYKCYCHOH KHCNIOTH 3a 45 MHH 99-100
(I'® PO*, Cnekrpodoromerpua B YO 1 punumMoli o6nactax)
4, PoacTBeHHBbIE IPHMECH EnvHHuHas HenaeHTHQHUHpOBaHHAA MpuMech — He Gonee 0,20 % 0,05
(BIXX)
Cymma npumecedi — He Gonee 0,50 % (BOXX) 0,09
5. Muxpobuonormieckas Kareropus 3A
JHCTOTa (T PO*) CooTBeTCTBYET
6. OmHOpPOIHOCTD J03HPOBAHHA Jlomxen cooteeTcTBOBaTH TpeGoBaHHAM (TP PO*) CoOTBETCTBYET
AV=21
7. KonuyecTBEHHOE
onpenesicHHe:
- AKpHIOHYKCYCHas KHCIIOTa Ot 142,5 mr no 157,5 mr CisH11INO; (akpuaoHykcycHOH KHCIOTH) B 148,0
Tabnetke (BIXX)
- METJIIOMHH Ot 131,4 Mr 10 160,6 Mr C7H17NOs (MermomuHa) B TaGnerke 149,5
(N-MEeTHITMOKAMHH) (THTpUMeTpHA)
8. YnakoBka Mo 10 1nu 20 TabneToK B KOHTYPHYIO AYCHKOBYIO YNAKOBKY H3 MIEHKH Tlo 20 ra6nerok B koHTYpHON
NONUBHHWIXNOPHAHOH H GONbrH AMOMHHHEBOR A YTIAKOBKH. AuefikoBofl YNakoBke H3 IIEHKH
1 KOHTYPHYIO AeHKOBYIO YNakoBKy no 20 TabneTok, | WiH 5 KOHTYPHBIX TOTHBHHIIXIOPRAHOH H ansru
A4eHKOBBIX YNakoBok no 10 TaGneTox BMeCTe C HHCTPYKUMEH no AMOMHHEEBON ANIA YIIAKOBKH.
MCHIHMHCKOMY NPHMEHEHHIO TIOMEMAIOT B NAYKY H3 KAPTOHA. 1 KoHTypHan sueRkoBas
JIn% KOHTPONA NEPBOTO BCKPHTHA GOKOBHIC KIANAHH Na4KH MOTYT GBITE ynaxoska no 20 TaGnerok aMecre
3aKneeHH dTHKeTKaMH, [Tauki MOTyT GBITH CIPYNNHPOBAHH B Ganneponu umc ﬂﬂ‘l’::;"p;l:::em
TepMOycanoyHOH MAgHKkoH, TTaukn WM 6aHAepOnH NOMEIIAIOT B TPYTINIOBYIO mm'”n""’:"mw p——y
Tapy. Tpe6osarma HJ cof 1ad.
9. MapkHpoBKa B coorsercreuu ¢ HJI P N001049/02-081018, Ham. Ne 1 CooTBETCTRYET

* - neficTByiomee mnanne Nocynapcrennolt @apmakonen Poccuiickoit ®enepauuu
3aKmodYeHHe: cooTeercTByeT Tpebosanuam HJI P N001049/02-081018, Ham. Ne 1

Jlata Beyiauu nacnopra: 16.01.2020
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PABPEINEHME HA PEAJIM3AIIMID
or 22.01.2020

llpenapaT, bopMa BHIOyCKa
IMKIIOSEPOH® TabneTxy, NOXPHTHE KumweuHopacTBopuMmon obonmouxoir 150 mMr
® 20 Poccuiickan denepanua

Cepus 1731219
KonuuecTBO OO KOHTPOJA 54 986 ynk
KonuuyecTBO nocjye KOHTPOJSA 54 956 ynk
N AHamMTM4YeCKOTO Nacnopra 17

AHaMM3 NPOMBBONCTEEHHON NOKYMeHTAIDM
Jocbe Ha cepui NpPOBEpPEeHO Ia
Jocee Ha cepun oHnobpeHO Oa

KPHTM‘—IGCKME OTKJIOHEHMA OTCYTCTEYIT EQ

Cepua npouzselleHa M NPOKOHTPOJIMPOBaHa B COOTBETCTBUM C JMIeH3Uel
Ha NPOM3BOLCTEO JIEKAPCTBEHHHX CPEeICTB, TpebOBaAHUAMU
PerMCTPalUMOHHOTO Oocbe, TpeboBaHMAMM OpTaHM3alLMy NPOU3BOLCTEA M
KOHTPOJIA KadeCcTBa JIeKapCTBEHHHX CpelcTB (mpaBwi GMP), a Taxkke
MHEMM TpefoBaHMAMM NeMCTBYOWEro 3aKoHOZAaTelbCTBA.

[ponyxumsa pas3pemeHa K peaims3aumu
YIOOJIHOMOYEHHOE JIMIIO
Benymmit MHKEHEp II0 e

KayecTBy CrenaHoBa M.C.

(nonxHOCTE) {moanuce) f (pacmadpoBKa NOIANMUCHU)

onokeHVe O JNuLe, OTBETCTBEHHOM 3a BHIYCK cepum ( YIIOIHOMOUYEHHOM
nMue no xadecTBY), mpaTa yre. 05.12.2019




