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ﬂaﬂﬂble AHAJIH3Aa

P N001049/02

IMokazarensn TpeGopauus HI P N001049/02-081018, H3m. Ne 1 JaHnneie ananusa
1. Onucanue Kpyrasie 1BoAKOBBIMYKIBIC TAONETKH XKEATONO 1BETA, NOKPLITHIE Kpyriste ZBOAKOBHITYKbIE
KHUIEYHOpacTBOpHMOH ofonoukoit. Ha nonepednom paspese sapo x&rroro TalneTxu xEATOrO UBETA,
uBeTa NOKPHTHE
KHILEYHOPACTBOPHMOH

{Buayansusiit, [P PO*)

obonouxoii. Ha nonepeurom
paspese Anpo KENTOro UBeTa

2. IMoanuHHOCTE:

- AKPHIOHYKCYCHas KHCITOTa CrieKTpsl NIOrIOMEHAS HCIBITYEMOTO PACTBOPA H pacTsopa cpasHeHus (b) B COOTBETCTBYIOT
obnact ot 340 10 450 HM [OMKHBEI HMETh MAKCHMYMBI H MMHHMYMBI IIDH
OJIHHX H TeX we unHax BomH {CnextpodoToMeTpus)
Bpems ynepKuBaHHA OCHOBHONO NHMKA HA XPOMATOrpaMMe HCHLITYEMOTO
PacTBOPA, NPHTOTOBIEHHOTO JUTA KOJIHYECTBEHHOTO ONPEIENEHHS, ACMHKHO CootsercTBYET
COOTBETCTBOBATH BPEMEHH YICPKHUBAHUA OCHOBHOTO NMKA HA XPOMATOrpamMme
pactsopa cpasnenns (b) (BDXKX)
- METTIOMHH TTATHO PO30BATO-OPAHIKEBOTO LIBETA METTIIOMHHA HA XPOMATOTPAMME
(N-MeTHIrIOKaMH) HCIEITYEMOrO PACTBOPA N0 NOJOKEHHIO, OKPACKe W BENIHUMHE JODKHO CootsercTBYET
COOTBETCTBOBATH NATHY MEITIIOMHHA HA XPOMATOTPaMME PACTBOPA CPABHEHHS
(TCX)
3. PacTBopeHue 1-s1 crazus — He Gonee 10 % akpHUIOHYKCYCHOM KMCIOTHI 3a 60 MUl 0
2-s cragus — ve Menee 70 % (Q) akpHAOHYKCYCHOH KHCIOTHI 3a 45 MHH 97-99
(I'd Pd*, Cnexrpodoromerphsa B YO 1 suaumol obaactax)
4. PoacteeHHBIE NPHMECH Enunnynas venpenrnduumposatnas npumecs — ne Gonee 0,20 % 0,06
(BIXX)
Cymma npumeceit — e Gonee 0,50 % (BXKX) 0,09
5. MukpobGHosoruueckas Kareropus 3A c
SHOTOTE (C'D Pd*) OOTBETCTBYET
6. OHOPOIHOCTS 103UPOBAHHA JlomkeH cooTBeTcTBOBATL TpeGoBanuam (I'D PO*) CooTBeTCTBYET
AV=1.9
7. KonuuecTBeHHOE
onpeaeneHHe:
- AKpHIOOHYKCYCHAA KHCIOTa Ot 142,5 Mr 10 157,5 mr CisH1NOs (akpHIOHYKCYCHOM KHCIOTE) B 149,0
Tabnerke (BOXX)
- MErTOMUH Ot 131,4 mr 10 160,6 mr C7H17NOs (Mernomuna) B TabneTke 149,4
(N-MeTHIITTIOKaMHH) (TuTpuMeTpHs)

8. ¥YnakoBka

Tlo 10 unn 20 TabneTok B KOHTYPHYIO AMCHKOBYIO YNAKOBKY M3 NNEHKH
TOHBHHUIXIOPHIHOMN H (POTBLIH ANOMUHHEBOH UTA YNIaKOBKH.

1 KOHTYPHY10 A4EHKOBY10 YNaKoBKy no 20 TabneTok, 1 UM 5 KOHTYPHBIX
A4eHKOBBIX Ynakosok no 10 TabneTok BMecTe ¢ MHCTPYKIMeH no
MEHLUNHCKOMY TIPHMEHEHHIO ITOMEIAIOT B NAYKY H3 KapToHa.

JUns KOHTPONA NEPBOro BCKPHITHA GOKOBHIC KIAMAaHB! MAYKH MOTYT ObITh
3aKCEHB ITHKETKAMH. [Tauku MOTYT OBITH CrpYRIHPOBAHSI B GaHIepou
TepMOYCanoaHOH nnenkoi. ITayky niH 6aHACPONH NOMEMAICT B IPYNNOBYIO

Tapy.

[To 10 TrabneTok B XORTYPHOR
AYEHKOBOH YNAKOBKE H3 INEHKH
TIONHBHHAIXTOPHAHOR B (ONBrH

ano OH [N Y (']

5 KOHTYPHBIX A4EHKOBBIX
ynaxosok 110 10 Tabnerok emecre
€ HHCTPYKLMEH no
METHLIMHCKOMY IPHMEHEHHIO
MOMEIEHB B MAYKY M3 KAPTOHA.
Tpebosauns HI cobmoaensl.

9. MapkupoBka

B coorserctens ¢ HIT P NOO1049/02-081018, M3m. Ne |

CooTsercTByeT

* - peifctByromee w3nanue INocynapersennoii ®apmakonen Poccuiickoii ®enepanun
3aKiIt04yeHHe: cooTBercTByeT TpeGosanusm HJ] P N001049/02-081018, Ham. Ne 1

Jara Beinaun nacnopra: 28.04.2020
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PASBPEINEHME HA PEAJIMBAIMID
or 28.04.2020

[lpenapatT, ¢opmMa BHNOYCKa

OMKIIOSEPOH® TaBneTky, NOKPHTHE KMNEYHOPACTEBOPHMMON obBonouxoi 150 Mr
» 50 Poccuiickast ®enepanus

Cepus 420420
KonmuuecTBO OO KOHTPOJA 22 688 ynk
KonuyecTBO nocie KOHTPOJA 3 22 674 ynox
Nt AHaJIUTUYECKOTO [acropra 372

AHanmM3 MNPOMSBOACTEEHHOM NOKYMEHTAIIMM
Hocbe Ha cepup [IpOBEepeHo Ha
Jocse Ha cepuio omoBpeHOo Jda

Kpmmm—zecme OTKJIOHEHMUA OTCYTCTBYKRT da

Cepua npousBeleHa M MNPOKOHTLONMPOBAHa B COOTBETCTBMM C JIMLUEH3MeN
Ha NPOM3BOIACTEQ JIEKAPCTBEHHHX CpeIcTB, TpeOoBaHMAMMU
PEeTMCTPaUMOHHOTO HOocke, TpefoBaHMAMM OpraHM3aLMM NPOM3BOLCTBA U
KOHTPOJNA KadecTBa JIeKapCTBEHHHX cpencrs (npaeun GMP), a Takxe
UHEMKM TpeboBaHUSMM OEeHCTBYOUETro SaKOoHONATeNbCTRa.

llpoOyruMsa paspelleHa K peanmsauuu la

YIOJIHOMOUYEeHHOe JIMLO

Benymmii MHXeHep [0
KavyecTBy

(DonNxHOCTR ) (nozoucs) / (pacumdpoBKa OORNMCH)

CrenanoBa M.C.

[loloxeHmMe o© mnuue, OTBETCTBEHHOM 3Za BHIYCK cepuMM ( YNOJHOMOYeHHOM
JuLue o kKadecTBy), marta yre. 05.12.2019




