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OBWECTBO C OrPAHMYEHHOWM OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALEBTMYECKAA O®MPMA «MOJIMCAH»
192102, Caukr-Nerepbypr, yn. Canosa, 72, ropn.2, AuT.A,
ten.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

Tpenapar: ITAKJIOPEPOH® Ta6ieTkH, NOKPbITHIE KHIIEYHOPACTBOPHMOH o6osoukoii 150 mr

Cepus: 830620 P N001049/02
(opMa BHINTyCKa: (kouTypHas syeiixoBas ynakoeka) 10 x 5 (nauka xapToHHas)
Konuuectro: 22897 yn.

Jlata usrotoBnenus: wions 2020 1.

Jannbie aHAIH3A

TMoxazarenb TpeSosanus HI P N001049/02-081018, M3am. Ne 1 Jlaunsbie aHalnza
1. OHHC&HHC prl‘ﬂble HBOAKOBEIMYKABIC TabneTkH *EnTOro HBETA, NOKPHITHIC l(pyr:me ABOAKOBRIITY X TbIE
KHIIEYHOPacTBOpHMO# obonodkoi. Ha nonepewnoM paspese #1po kETTOr0 TaGneTKH KETTOrO uBeTa,
1peTa TIOKPHTEIE
(Biyamuet, [D PO¥) KAIICTHOPACTBOPUMOH

o6onouxoii. Ha nonepeunom
pajpese SAPO KEATOrO UBETA

2. [TopmHHOCTE:

- CriexTpsi NOT/IOMEHHA HCNBITYEMOrO PacTBODPa ¥ pacTeopa cpaBHeHus (b) B
akpHIOHYKCyCHAA KHCNOTA oﬁn:c?;i o1 340 5o 450 um nr;ymu m]:m ua:ccm]:;un H M:pHRM)’MH n(py}t Coareererayiol
OJIRMX U Tex xe AnuHax soiH (CrnexrpodoTomerpra)
BpemMs yIepKnBaHHs OCHOBHOTO MTWKA HA XPOMATOIPAMME HCHIBITYEMOTO
pacTBOpa, NPUFOTOBJCHHONO V1A KOMHYECTBEHHOTO ONPEACTICHA, JODKHO CooTBeTCTBYET
COOTBETCTROBATE BPEMEHH YIEPIKHBANHSA OCHOBHOID NMHKA HA XPOMATOrpaMMe
pactsopa cpaeHenus (b) (BOXKX)
- METJTFOMHH [1aTHO PO30BATO-OPAHKEBOTO L{BETA MEITIOMHHA HA XPOMATOTpaMME
(N-MeTHITTIOKAMHH) HCIBITYEMOTO PacTBOpA [0 NON0KEHHIO, OKPACKe H BENHHHHE JIOIKHO CooTsercTByeT
COOTBETCTEOBATL NATHY METTIOMHIA Ha XPOMATOIPAMME PACTBOPA CPABHEHHA
(ICX)
3. Pacteopenne 1-5 cTanus — ne Gonee 10 % akpHOOHYKCYyCHOHM KMCIOTLE 32 60 MuH 0
2-5 cTanus — He MeHee 70 % (Q) akpHIOHYKCYCHOH KHCJIOTHE 33 45 MHH 98-100
(' PO*, Cnexrpodoromerphs B YO ¥ BHIMMOl 06aacTsx)
4. PoncTBeHHbIE PUMECH EnuanuHas HewseHTH( MIHpoBaHHAR TpuMeck — He Gonee 0,20 % 0,02
(BOXX)
Cymma npumeced — ue Gonee 0,50 % (BINX) 0,05
5. MuxpoGuonoruieckas Kareropus 3A
T (T PO%) CooTBeTCTBYET
6. OnHOPONHOCTD AO3HPOBAHMA Nomxen cooTseTcTBOBATh TpeGobanusm (' PO¥) CoOTBETCTBYET
AV=2.0
7. KomuecTBeHHOE
onpejeneHue:
- AKpHIOHYKCYCHas KHCI0Ta Ot 142,5 Mr a0 157,5 mr CisH13:NO3 (akpHIOHYKCYCHOMH KHMCITOTHI) B 148,6
tabnerke (BIXX)
- METTIOMMH Or 131,4 mr 5o 160,6 mr C7H17NOs (MermomiHa) B Tabaetke 145,6
(N-MeTHITTIOKAMHH) (TMTPHMETpHS)

8. YnakoBka TTo 10 wnn 20 TabneTox B KOHTYPHYIO AMEHKOBYI) YIAKOBKY M3 TUICHKH Tlo 10 tabreTok B KOHTYPHOR
NONHBHHUAXIOPHAHOA H QONBIH AMOMHKHEBOR [UIA YNIAKOBKH. A4eHKOBOH YNAKOBKE H3 JUIBHKH
1 KOHTYpHYIO AueHKOBYIO ynaxosxy no 20 tabnerok, | HIH 5 KOHTYPHBIX HonMBHHWIUIOPKAHOH 1 (Gonsru
AueHKoBeIX ynakosok no 10 Tabnetok BMecre ¢ HHCTPYKUMEHR 1O ATOMHHHEBON JUIA YTIAKOBKH.
MEJHMLHHCKOMY TIPHMCHCHHIO NOMEIAIOT B NAYKY H3 KAPTOHA. 5 KOHTYPHBIX AICHKOBRIX
JIns KOHTPONS NEPBOTO BCKPBITHS GOKOBbIE KNaNaHs! NAYKH MOTYT OBITH ynaxosok no 10 rabnerox suecte
3aKAeCHR 3THKeTKamy, [1agki MOTyT GbiTh CTPYNMNPOBaHH B BaHAEpoIH Memmi’g’ymn’”pﬁgsmm
TepMOycanouHoH nuéuxoit. [Mauky nu Ganaepon NOMEMAOT B IPYINOBYIO AT :;'my prassm—
Tapy. Tpebopanns HJI cobmonensy,
9. Mapxuposxa B coorsercraum ¢ HJI P N001049/02-081018, Ham. Ne | Cootserctayer
HaneceHo cpeacTso
ANEHTHOHKAH 7R
CHCTEMbl MOHHTOPHHIE
IBHIKEHHA NEKAPCTBEHHBIX
TIpenapaTos.

* - pelicTeyromee n3naune Iocynapereennoit Qapmakonen Poccniickoit Penepanyu
3amoyenue: cootsercryer Tpebosannam HJI P N001049/02-081018, Ham. Ne 1
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PA3PENEHME HA PEAJIM3ALMIO
or 20.07.2020

[lpenapaT, ¢opmMa BBEIIyCKa

OUKJIOPEPOH® TabneTxM, NOKPHTHE XKMIeYHOpACTBOpPMMON ofonmouxoi 150 mr
B 50 Poccuiickast Penepaums

Cepus 830620
KonmuecTBO OO KOHTpONA 22 B97 yik
KonmuuecTBo nocliie KOHTPOJA 22 883 ynk
B AHATTUTHUUECKOI'O Naclnopra 630

AHanMs NDPOMSBBOJICTBEHHOM IOKYMEHTAIIVMM
Hocre Ha CcepMi INPOBEPEHO da
Hocke Ha cepumio omobpeHo da

KpuTudyeckue OTKJIOHEHMA OTCYTCTBYRT Ja

Cepua mMpoM3BelleHAa M NPOKOHTPONMPOBaHA B COOTBETCTBUU C JUNEH3Meil
Ha NPOM3BOLCTBO JIEKADPCTBEHHHX CpeICcTB, TpeboBaHMAMMK
PEerMCTPAUMOHHOTO OOChe, TpefOoBaHMAMU OpTaHM3alUMM INPOM3IBOACTBA U
KOHTPOJIA KadecTBa JIeKapCTBEHHHX cpelncTB (npaemn GMP), a Taxxe
MHBEMM TpefoBaHMAMM NeHCTBYOWEI'0 3aKOHONATEJILCTBA.

[lponyxumus paspemeHa K peajms3alim

YTNOIIHOMOYEHHOEe JIMLIO

Benymmii MHXeHep [0

KadeCcTBY CrenaHora M.C.

(noJkHOCTD ) (nonnmcﬁ (pacumdpoBra MDOANMUCH)

[TosnoxeHue o JiMile, OTBE€TCTBEHHOM 32a BHIIYCK cepumn ( YIIOJHOMOYEHHOM
JMue 0o KadecTBy), zmara yTe. 05.12.2019




