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OBLUECTBO C OrPAHUNEHHOH OTBETCTBEHHOCTblO

«HAYUHO-TEXHO/IOTMYECKAS DAPMALIEBTHYECKAS OMPMA «HOMCAH
192102, Cankr-Netep6bypr, yA. Canosa, 72, KOpN.2, nuT.A,
® NMosiuca H 8127108205, garcens 764 6284, e-mail: info®polysan.ru

AHaNHTHYeCKH ] nacoopr Ne 184

IMpenapar: IHKJIO®EPOH® Tabaerkn, HOKpPBLITLIE KHINEYHOPACTBOPHMOH 060.109K05 150 mr

Cepus: 120221 P N001049/02
Dopma BEImycKa; (KoHTypHas sueiikopas ynakoeka) 10 x § (mauxa KapTOHHaA)
Konuyecrro: 22880 ym.
Hara u3rorosnenus: ¢espans 2021 r.
Jdannsie anannza
Ilokasatens TpeGoBanus HJ| P N001049/02-08101 8, Ham. N 1 JaHHble ananusa
1. Onucanne Kpyrneie noskossmyxnsie tabnerscn HEITONO 1UBETA, NIOKpPHITEE Kpyrasic aposxossnysmic
*HIETHOPACTBOPHMOH 06010K0M. Ha Nomepeusiom paspese anpo x&rroro TalneTin xiarroro imera,
uBeta TIOKpETSIE .
KHILIEYH
(Busyansumi, ['d PO*) il g e
_Pa3pe3e Anpo xENTOND npeta
2. TlopvuBoCTS:
- HIIOHYKCYCHAA KHCIO0Ta Crextpu nornome g HCMEITYEMOTO PACTBOpA h PACTBOPA CPABHEHMS (b)r €TCTBYIOT
AKpHRoHyKCY 00A3CTH OT 340 10 450 HM JOTDKHB HMeTS MAKCHMYMEI H MHHHMYMBI NIpH Geors .
OMHHX H TEX X JTHHAX BOJIH (Cnckrpocbmnuc'rpux]
BPCM.I YaepxmBanug OCHOBHOTO NHKa Ha XPOMII'IDI]J&MMC HCINBITYEMOrQ
PAacTBOpa, PHTOTORIEHHOTD IS KOHYECTBEHHOTD ONpEneNIeHHA, JOMKHO CoorercTayer
COOTBETCTBOBATS BPEMCHH yACPKHBAHNA OCHOBHOIO MHKA Ha XpoMaTOrpamMMe
PacTBOpa cpaskenns (b) (BIUX)
- MErIOMHH TsrHo poaosato-oparkesoro useta MELTIOMHHA HA XPOMATOTpaMMe
(N-Me‘l‘lmrmoKaMHH) HCIILITYEMOTO PACTBOPA MO NONIOKEHHIO, OKDACKE H BE/THYHHE [I0/DKHO Cootsercrsyer
COOTBETCTBOBATE MATHY MErmOMHHA Ha XPOMATOrpaMMe PacTBopa CpaBHCHHA
(TCX)
3. PactBopenue 1-5 cTanus — e Gonce 10 % AKPHIOHYKCYCHOM KHCIIOTE 32 60 Mun 0
2-5 cTanus — ne Menee 70 % (Q) axpuzoryKCycHOM KHCIOTH 33 45 MuH 95-100
(T'D Po*, Crexrpodoromerpus Vb 1 BHIUMOI# o6nacTax)
4. PoncTeeHHbie NPUMECH Enunnanas HEUJICHTH(DHUMPOBAHNAA IPHMECH — He Gonee 0,20 % 0,03
(BOXX)
Cymma mpumecedi — ne 6onee 0,50 % (B2XX) 0,05
3. Muxpo6uonoruueckas Kareropus 3A
9HCTOTA (TD PD*) CootBercrayer
6. OnnoponHocTs JO3UPOBaHHA HomkeH cooTreTcTBOBATS TpeGoaniam (I'D Po¥) Coo‘rBeTcTBye'r
AV=3 1
7. KommgecteeHHOE
OmpeaencHue:
- aKPHIOHYKCYCHas KMCJIOTa Or 142,5 Mr 10 157,5 mr CisH;iNOs (axpHmoHykcycHOH KHCJIOTHI) B 1435
TabreTke (BIXX)
- MEMIIOMHH Or 131,4 mr 110 160,6 mr C7H17NOs (MermoMuna) B Tabnerke 147,5
(N-MeTnnrmoxamus) (THTpHMeETpHS)
8. Ymakoska ITo 10 w 20 Tabnerox B KOHTYPHYI0 S4CHKOBYIO YNIaKOBKY H3 ILIEHKH Mo 10 a6nerox & kontyprok
TIONHBHHHDAIOPHHON H (ONBIR ATOMHHNeBOH 1% YTIaKOBKH. F4EHKOBOH ynakoBKe i3 WiEHKH
1 xoHTYPHYIO SueitkoBYIO ynakoBky no 20 Ta6nerox, 1 yunn 5 KOHTYPHBIX TONHBHHADXIOPHIH0 M GONErH
AIeAKOBLIX yrtakoBok no 10 TabeTox BMECTE C HHCTpYKLHEH 1o AMOMHHACEOH JU1n ynaxomiw,
MENHUHHCKOMY NPHMEHEHHIO IOMEMAIOT B naiky H3 KapToHa. 5 KOHTYPHHIX TueikOBNX
A1 KOHTPONK NEPBOTO BCKPHITHS GOKOBBIE KNTANANM rawky MOTYT GHiTE ynaxosok no 10 rabnerox sMecre
3AKNCEHA ITHKETRAMH. [Ta9Kn MOTYT GHITH CrpyHpOBaHH B GaHnepony . e "“‘Kz’"“"‘mm
TEpMOYcanouHoH nnéuxoi. Mauxu uny Gannepom nomemaot 5 IpYNNoByio mm 5 m};:;:: Sipro.
Tapy. TpeGoranns HJI coSmonesn,
9. Mapkupogka 1) llepsrunas ynakosxa &“ﬁmm ymxonxe
Ha xoutypHOH sueHikoroit YNAKOBKE YKashIBAIOT: HaHMEHOBAHHE yrasanu: HaHMEHOBAHHE

NPOHM3BOAMTENA, €ro TOBAPHEI 3Hak, TOProBOe HAaHMEHOBaHME
Nipenapara ¢ npexynpeaHTeabHOH MapkuposkoH ®, nckapcreenuyio
dopmy, ZO3HPOBKY, HOMED CCPHH, CPOK FOAHOCTH.

2) Bropuunas ynaxoska

Ha nauke ykasnasor: HAHMEHOBAHHE NPOM3BOIHTE, €ro TOBapHBbIH
3HaK, anpec, Tel./(axc, TOProBoe HaMMEHOBaHHe npenapara ¢
NPeIYNpeHTENBHON MapKHPOBKOH ®, TPYNIHPOBOYHOE
HaHMEHOBaHHE Npenapara, JACKAPCTBEHHYIO0 QOPMY, JO3HPOBKY, cocTan
Ha onHy TabneTky c yxasaHMem HAHMCHOBAHHMA M KO/IHYECTBA
AekicTRyloniero Bemectsa, TICPEYCHE BCIIOMOTATENBHBIX BEUIECTB,
KOMHHYECTBO TabIETOK B yNakoBKe, « XpaHHTL B HENOCTYITHOM 114 AcTcH
MECTED,

POH3BOLMTENS, er0 ToBapHMH aHak,
TOPrOBOE HAWMEHOBAHME NMPeNapaTa ¢
peoynp i map ¥ e,
NexapcTeenna  GopMa,  NOIHpOBRA,
HOMEP CEPHH, CPOK ronHOCTH.

2) Bropimas ynaxoska

Ha nauxe yxaoanw: mammsenosaime
T TCAR, &0 P JHax,
anpec, Ten /axc, TOprosoe

[pernapara c
MpenynpenuTensHoll Mapkiposkolt ®,

T ap o
-rpemp.mw JEXAPCTBeHHAs  (opma,
AO3HPOBKA, COCTAB Ha QnHY TabieTKy ©

H
Y

KOAHYECTRE amcuylomera BELICCTBA,
NEPENCHE BCNIOMOTATENLHEIX BEUIECTS,
KOAH4ecTso Tabnerox B ynaxosxe,

prllﬂﬂ"b B HEZOCTYNHOM nna peredd
MECTED,

HHC-K0-2000-0160 «KoHtpoas nponspenensof MPOAy K1k, Bepena 10. Jlata seenenns: 10.03.2021




«Jlns B3pOCTBIX H aereit ¢ 4 |neT», YCTOBHA XPaHEHWA, HOMED
PETHCTPALHOHHOIO YZOCTOBSpEHHs, HOMED  CEPHH, CpoK
TOIHOCTH, yYCIOBHA OTITYCKa, c110co6 MpUMEHeHHs, IITPHXOBOH
kon EAN-13, 0NoTHUTEIbHE] € HANMHCH: «JJ15 B3POCJIBIX H
IIETEMH 4+», «JJEYEHHE 1 [TPOGUIIAKTUKA TPATITIA H
OPBW», papmaxon (pharmacode).

Ha mauke, cojiepXamel 1 KOHTYpHYIO suelikoBylO YIaKOBKY 110
70 Ta6NeToK WiM 5 KOHTYpHBIX AieHKOBLIX YMAKOBOK nmo 10
TaGneToK, NOMONHHTENbHO | HaHeceHa rpaduieckas CXeMa
«TPVEM [TPEITAPATA ITPY JIEYEHWH TPUITTIA/OPBU».
JlomycKaeTcs HaHeCCHHE CPE/ICTB HACHTAGHKAIMH UL CHCTEMBI
MOHMTOPHHTA IBHKCHHA JICKAPCTBCHHBIX npernapaToB.

«[ln# BIpOCIILIX H A€TEH ¢ 4 1ET,
YCAOBHA XPEHEHHA, HOMED
PETHCTPANHOHHOTO
YZOCTOBEPEHHS, HOMEP CEPHH,
CpOK COMHOCTH, YCNOBHA
ommycka, cnocol MpHMEREHNA,
urrpaxopoit kon EAN-13,
ROMONHUTENbHEIE HAHKCH:
«1J14 B3POCTILIX H ,I[ETEﬁ
4+», JIEYEHHE H
TTPODMIAKTHKA I'PHITIIA H
OPBMW», dhapmaxon
(pharmacode).

Ha nauke  AONOJHMTCIBHO
nanecena rpadumeckat CXema
JIPUEM T[TPEIIAPATA TTPH
JIEYEHHH TPHIIITA/OPBHY.
Hanecens cpeacTsa
HAHTAGMKAIAN LA CACTEME

10. VcnoBus XpaHeHHA W MEpBHL B 3aHmEHHOM OT CBETA MeCTE TIPH TEMMEPaType He Biie 25 °C

IPENOCTOPOKHOCTH

* - jieficTRyiomee H3IaHHe I'ocynapcTBeHHOH PapMakoneu Poccuiickoit denepaunu
JaxmoueHHe; cooTeTcTByeT TpeGoBanuaM HIL P N001049/02-081018, Ham. Ne 1

Jlata Biaum nacnopra: 11 .03.2021

3apenyrouinii KARJI

Hauansuux OKK

JlipeKTop 0 KayecTBY

CankT-NeTepoymnr,
Ha},MHo-TeXHonor‘me
(hapMauesTH4ecKas prpm

«NONUCAHD»
[ns AOKYMEHTOB

HMHC-KO-2000-0160 «KoHTpons npou3BeieHHOR NPOAYKIHIL, BEPCHA 10. Mlata seenenns: 10.03.2021

Cpok roxuocTs 10: 02 2023

=——> A. B. Cxok

fﬁ A. Y. ®énopora

C. 1. Cxoprx




000 “Hayuno-Texnosornueckas gapmauestnueckas gpupma “IIOJTUCAH”

Paspeurenne Ha peanusanmio Ne

Hanmenonponue

(opMa BHITYCKa

MHH

PV Ne

HopmatuBHas gokymeHTamms
Howmep cepun

Pa3smep cepuu

KomuecTso mocsie KOHTPOA
Ne ArmanTHgecKOro nacropra
Toxen no
TIpeanprsTHe-IpOHIBONHTE L

IIpeanpustitue-ynaxosimuk

00000199 or 18.03.2021

IHKIOPEPOH® Ta61eTKH, NOKPRIThIE KHIICUHOPACTBOPHMOR
o6onoukoii 150 mr Ne 50 Poccuiickas ®egepanus

KOHTYpHas sveiikosas ynaxoska 10 x 5 (nauxa kapronnasn)

Meraomuna aKpRIORALETAT
P N001049/02
P N001049/02-081018 u3m.Nel

120221

22 880 ynk

22 866 ynk
184
0223

000 «Hayuno-TexHonornveckas papmanesTHueckas Gupma
«[IOJTHCAH», 192102, Poccuiickan ®egepanus, r. Cankr-IlerepGypr,
vi. CasioBa, A. 72, k. 2, 18T, A

000 «Hayuno-TexHonorH9ecKast PapManeBTHYecKas HHpMa
«I10JTHCAH», 192102, Poccniickan Penepanns, r. Cankr-Ilerepbypr,
ya. CanoBa, a. 72, k. 2, auT. A

AHANH3 NPOH3IBOACTBEHNOH TOKYMEHTAMH

Hocke na cepuio nposepeno Jda
Jocre Ba cepuio oxoGpeno da
Kpuruueckse 0TKAOHECHHAS 0TCYTCTBYOT da

Cepns npou3BeieRa H NPOKOHTPOJINPOBAHA B COOTBETCTBHE ¢ AHICH3HeH Ha UPOH3BOACTBO
AeKAPCTBEHHBIX CPEICTB, TPEGOBAHHIMH PETHCTPAIHOKHOIO 10Che, TPeGOBARMAMH OpraRH3aNNH
HPOH3BOJCTBA H KOHTPOJIA KA9€CTBA JACKAPCTBENHBIX cpeAcTs (npaBuia GMP), a Taike HHLIMK

TpeGOBaHAAMH JIeH CTBYIOLIEr0 3AKOHOJATEILCTRA.

Tlpoxyxuus pajpeniena K peaiu3anun T
/ i I Pl
Y10AHOMOUEHHOE U0 / . {./-\ \7,/
Hauanbaux oraena k e Crenanosa M.C.
(10/DKHOCTE) (moxrmcs) (pacumQpoBKa noanAcH)

Tlonoxenne o me, oTBeTCTREHHOM 32 BHITYCK Cepii (Y TONHOMOUEHHOM JIMLE 10 KadecTsy), zara yre. 11.01,2021







