UHTennexkT Ha sawmTe
300p0BbA

® NOJZINCQH

AHaauTHyeckuii nacmopr Ne 1038

OBLUECTBO € OrPAHMYEHHOM OTBETCTBEHHOCTBIO
«HAYYHO-TEXHO/IOTMYECKAA PAPMALIEBTUYECKAR ®UPMA «NO/TMCAH»
192102, Caukr-Tletepbypr, yn, Canosa, 72, kopn.2, MT.A,

Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info@polysan.ru

Ipenapar: MUKJIO®EPOH® TabJeTKH, NOKPLIThIe KHITeYHOPACTBOPHMOH 060s0ukoii 150 mr

Cepus: 441021 P N001049/02
®opma BeInycKa: (xoHTypHas syeiikoBas ynakoska) 10 x 1 (nauka KapTOHHAas)
Konuuecrso: 90923 yn.

Hata 3rotosnenna: oktabps 2021 r.

Jdaunpie anannza

IMokasarens TpeGosauna HI P N001049/02-081 018, Ham. Ne 1 Hdanubie ananusa
1 2 3
1. Onncanue Kpyrauie ABOAKOBBINYKNbIC TabNeTKH K&NTOro UBeTa, Kpyrnbie
NIOKPHITEIE KHIIeYHOpacTBOpUMO o6onoukoii, Ha NOTIEPEIHOM ABOAKOBEINTYK/bIE
paspese aapo xEnToro useTa rabneTku wéxrore useta,
(Busyannbiit, D Pd*) TOKpBITHIE
KHLIEYHOPACTBOPHUMOH
obonouxoit, Ha
nonepeyHoM paspese

AApo XENTOro nusera

2. [TonTHHHOCTS:

- aKPHNIOHYKCYCHAsA KHCIOTa Crexrps norndinenns HCTIBITYEMOTO pacTBOpa H pacTeopa CootsetcTBYIOT
cpaBHenns (b) B o6nactu ot 340 1o 450 um HODKHbL HMETH
MaKCHMYMBI H MHHHMYMEI TIDH OIHHX H TeX e JIHHAX BOJIH
(Crnekrpodporomerpus)
Bpems yzepkuBanus ocHOBHOTO nHka Ha XpoMarorpamMme CoatsercTayer
HCTIBLITYEMOTO PacTBOpA, MPHIOTOBNEHHOTO A1A
KOJIMMECTBEHHOTO ONpeNeNeH A, N0MKHO COOTBETCTBOBATS
BPEMEHM YIEPIKHBAHHA OCHOBHOTO MHKA Ha XpoMarorpamme
pacTsopa cpaererns (b) (B2XKX)
- METIOMHH IlaTHO PO30BaTO-OpaHEROro UBETA MErMIOMHHEA Ha Cootsercteyer
(N-MeTHITIIOKAMHH) XpoMarorpamMme HCTIBITYEMOrO PacTBOPA 110 NOJIOKEHHIO,
OKpacke H BETHYMHE DOIKHO COOTBETCTBOBATE MATHY
METIIOMHHA Ha XPOMATOrpaMMe PacTBopa CpaBReHNs (TCX)
3. Pacteopenue 1-1 cTanus — we Gonee 10 % AKPHIOHYKCYCHOM KMCIOTHI 0
3a 60 MaH
2-g cTaamns — e Menee 70 % (Q) axpunonyxcycHOH KHCIOTEL 99-100
3a 45 mMun
(I'd PO+, Crexrpodoromerpus B Y u prmumoi obnactax)
4. PoncTeennsie mpuMecH Ennununas HEHIEHTHQHUMPOBAHHAA NPHMECh — He Gonee Mesee 0,10
0,20 % (BIXX)
CyMmMa npumeceif — e Gonee 0,50 % (BOXKX) Mesee 0,10
5. MuxpoGuonormieckas Kareropus 3A (F'® PD*)
S CootsercTryer
6. OnHopoaHOCTE HO3MpOBaHMA JlomkeH coOTBETCTBOBaTS TpeGoBaHNAM (T'o PO*) CootserctByeT
AV=27
7. Konmuectennoe
onpeneneHue:
- AKPHAOHYKCYCHAs KHCJIOTa Ot 142,5 mMr 10 157,5 mr CysH, 1NO; 146,9
(axpuaoHyKCyCHON KHCTOTSHI) B TaGneTke (BIMKX)
- METTIIOMHH 143,7

(N-meTunrmokamun)

Ot 131,4 mr 0 160,6 mr C7H17NOs
(Mermomuna) B TabneTke (THTpHMeTpHS)

8. Ynakoska

Io 10 mnw 20 Tabnetox p KOHTYDHYIO s4eHKOBYIO ynakoBky u3
TIEHKH NOTHBHHUIXIOPHIHOM H PONTBrH AMOMHHHEBOH Ns
YNaKOBKH.

1 konTYypHYIO AYelKOBYIO ynaxkosky no 20 rabnerox, 1 wiu 5
KOHTYPHBIX f4eHKOBBIX ynakoBok no 10 Tabnetok BMecte c
HHCTpYKLUMel 1o MeuuuACKOMY NpHMEHEHHIO NIOMELIAIOT B
Na4Ky U3 KapToHa.

JHns xonTpons nepsoro BCKpPbLITHA GOKOBEIE KNanaHbI Nayky
MOryT GHITh 3aKieeHE! 3THKeTKaMH. [Taukn MOTyT 6bITh

Io 10 Tabnetok B xouTYpHOH
A4eHkoBOi  ymakoske w3
NAEHKA
NONHBHHHIXIOPHIHOH H
donuri  amomunuerol A
BLLETNOVTIVYN

1 kouTypHas  sueftkomas
ynakoska mo 10 Tabnerox
BMECTE C HHCTpykuMeH no
MOMLM}ICKOMY TIPHMCHEHUWIO

CTPYMITHPOBAHBI B GAHAEPOH TEPMOYCAI0MHON MNEHKOH, G * oy
Taski wix Gannepony noMemaoT B rpynnosyio Tapy. Tpes: 1o O —
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9. MapKupoBKa 1) IMepBrdHas ynakoBKa

Ha  KOHWTypHOM  sYeiikoBOH  YIAKOBKE  YKA3biBAIOT:
HAUMEHOBAHHME TIPOH3BOLMTENA, €0 TOBAPHBIH 3HAK, TOProBOE
HaUMEeHOBAHHeE Mpenaparta ¢ pelyNpeanTelbHONA MapKHMpOBKOH
®, nexapcTBeHHyIo (opMy, HO3HPOBKY, HOMED CEDHH, CPOK
FOHOCTH.

2) Bropuunas ymakoBka

Ha nauke ykasblBalOT: HAHMEHOBAHHE IPOM3BOJAMTENH, €ro
ToBapHEIt 3HaK, anpec, Tell/¢aKc, TOProBOE HAMMEHOBAHHE
npenapara €  TpeNyNpeNMTeNbHON mapkupoBkoit  ®,
IPYNIHPOBOYHOE HAMMEHOBAHHME NPENapaTa, NeKapCTBEHHYIO
dopmy, LO3MPOBKY, COCTaB Ha OMIHY TabneTKy ¢ yKasaHWEM
HAMMEHOBRAHMA M KOJHYSCTBAa JEHCTBYIOINErO BEILECTBA,
nepeveHb BCTIOMOTATENbHEIX BEINECTB, KOIHIECTBO TabneTox B
ynaxoBke, «XpaHUTh B HENOCTYTIHOM IA neteit Mecte», «Jna
B3pOCABIX M feTel ¢ 4 JeT», YCNOBHA XpaHeHHA, HOMED
PETHCTPALIHOHHOr0  yIOCTOBEPEHHMA, HOMEp CCpHH, CPOK
TOZHOCTH, YCIOBHS OTIYCKa, CNOCO0 NPUMEHEHNMS, LITPHXOBOH
ko EAN-13, nomonHuTensHble HAATHCH: «J11 B3POCJIBIX H
JIETEH 4+», «JIEYUEHHE U TIPO®HUIIAKTHUKA TPUIITIA 4
OPBU», dapmaxon (pharmacode).

Ha nauxke, conepxamieii 1 KOHTYPHYIO AYeHKOBYIO YNIAKOBKY MO
20 TabNeTOK HWIH 5 KOHTYPHBIX SueHKOBBIX ymakosok mo 10
TaGneTok, MOTIONHHMTENbRO HaHeceHa rpadudeckas cXema
«[TPUEM TIPEITAPATA T1PY JIEUEHHWH ['PHUIITIA/OPBH».
JlonycKaeTcs HaHeCeHHe CPeICTB HACHTHPHKALMM LIS CHCTEMbI
MOHHTODHHTA ABHKEHHA NEXaPCTBEHHBIX NPENapaTos.

1) MNepBuutas yHakosKa
Ha xoHTypHOH aveilkoBoH

YNAaKOBKE YKaRAHBI:
HAHMEHOBAHHE
NPOH3BOAMTENA, ero

TOBapHHI 3HAK, TOProsoe
HAHMEHOBAHME NpENapara c
npeAynpesHTenbHOR
MBPKHPOBKOH s
nexapCTBEHHAR dopma,
JI03NPOBKA, HOMEp CCDWH,
CPOK I'OIHOCTH.

2) Bropuunas ynakoska

Ha nauke ykazaHsl:
HAMMEHOBAHHE
NpOH3BOJHTENA, ETO
TOBApHBIH 3HAK, ANpec,
Ten./hakc, TOproBoe
HAHMCHOBAHUE Tpenapara ¢
npeaynpeanTEILHOR
mapkuposkoi ®,
rPYNNUPOBOYHOE
HAHMEHOBAHHE Npenapara,
nexapeTBeHHan popMa,
N03MPOBKA, COCTAB HA OAHY
TabNeTKY ¢ yKazaiHeM
HAHMEHOBAHHA H KOTIHYECTBA
JAelicTBYIOLIENO BEIIECTRE,
nepedeHE BCIOMOraTeNbHAX
BEIICCTB, KOMHYECTEO
TabNETOK B YNIAKOBKE,
«XpaHHTL B HEOCTYTTHOM
18 netedi mecTen, «/lna
E3POCIBIX M AeTel ¢ 4 nem,
YCAOBHSA XPAHCHHA, HOMEP
PerHCTPALHMOHHOTO
YAOCTOBEPEHHS, HOMEP
CEPUH, CPOK TOAHOCTH,
YCIOBHA OTITYCKA, CNocod
NpHMEHEHHA, WITPHXOBOH
koa EAN-13,
JONONHUTENbHBIC HATHCH:
«JJJ151 B3POCJIBIX H
JIETEH 4+», «JIEYEHHE U
[TPOPUIIAKTHKA
TPHIITA H OPBH»,
¢apmaxon (pharmacode).
HaneceHs! CpencTea
MICHTHOHMKALMH IR
cHCTEMBl MOHHTOPHHIA
JBHIKEHHA ICKAPCTBEHHBIX
Npenaparos.

10. YcnoBua XpaHeHMA H Mepbl | B 3auUIIEHHOM OT CBETA MECTE HMpH TEMIIEpaType He Bbillle

B 3amumEHAOM OT CBETA

NpeJoCTOPOKHOCTH 25°C MECTE NPH TEMTIEPAType
ue soiure 25 °C
11. Cpok rogHocTH 2 roaa 2 roga

* - pelicreyiomee m3nanve [ocynapcTseHHOH PapMakonen Poccuiickoii Penepaun
3axmoyeHne; coorsercTyeT TpeGosanuam HI[ P N001049/02-081018, M3m. Ne 1

Jara Beinaus nacnopra; 28,10,.2021

Cankr-MNe1spbypt L
HayHHO-TEXHONOMRECKas
mﬁmau_«’ an TbMa
«MONMNCAH»
Onsa QOKYMEHTOB

i~

3agenyroumit KAnJl

/ﬂaqaﬂbmﬂc OKK

JIMpEKTOp N0 KauecTBy

HMHC-KO-2000-0160 «XoHTponb Npou3se1eHHOH MPOIYKUHI», Bepeus 10, Jlata seenenns: 10.03.2021

Cpoxk rognoct fo: 102023

A. C. Bnacosa
~H. @&noposa

C. H. Cropnk




000 “Hayuno-rexnonoruseckas dbapmauesTuyeckas pupma “IIOJIMCAH”

Paspemenne Ha peanuzamaio Ne

Hanmenonanne

®opMa BrIIycKa

MHH

PY Ne

Hopmartieeas nokymenranus
Homep cepuu

Pa3mep cepun

Kommnwectso nocie xouTpoIs
Ne Agamnmaeckoro nacnopra
T'oaen no
Tlpeanpustue-npoussoxurem

TlpennpusTre-ynakopiux

00000873 or 29.10.2021

IHKJIO®EPOH® Tabaerky, HNORPLITEIE KHIIEYHOPACTROPHMOil
oBoa0uroil 150 mr Ne 10 Poccuiickas Depepanusa

KOHTYpHAS fuelikonas ynaxoska 10 x 1 (nauxa KapTonHas)
MeramoMHERS aKPHIOHANETAT

P N001049/02

P N001049/02-081018 usm.Nel

441021

90 923 ynx

90 873 ynk
1038
1023

000 «Hayuno-TexnoJorudeckas dapmanesTHIeckan dupMa
«1OJJHCAH», 192102, Poccuiickas ®enepanns, r. Cankr-TerepGypr,
ya. Canosa, 1. 72, k. 2, auT. A

000 «Hayuno-Texnosornueckas papmaneBTHYeCKan $hupma
«HHOJTHCAH», 192102, Poccmiickan ®enepanns, r. Cankr-Ierepbypr,
yi. Canosa, x. 72, k. 2, AuT. A

AHanHM3 HPOH3BOACTBeHUOMH HOKYMEHTAIIMH

Hocke ua ceprio npobepeno Ha
Mockbe Ba cepuio ogobpeno la
Kpurayeckue oTkiIonenns OTCYTCTBYOT Ja

Cepns npousseena n TPOKOHTPONNPORAHA B COOTBETCTBAM € JHUCHIHCH Ha NPOH3BOACTRO
JIEKAPCTBEHHLIX CPEACTB, TPelOBANNAMH PErHCTPAIHONHGIO A0ChE, TPeOOBARNAMH OPraHHIALHH
OPOHIBOACTEA H KOHTPOJIA KA9eCTBA JeKAPCTBEHHBIX cpencTs (npasua GMP), a Taioke HABIMH
TpeboBannsaMu AelicTByromtero 3AKOHOAATENbLCTRA.

TIpoxykuns paspeiena K peajiusanan

YnorHOMOYeHHOE THIO
HAupexrop no xauecTny Ckopux CH.
(RomKHOCTD) \(nez(ﬁxcb) (pacurposKa noamHeH)

TTstoweHne o e, OTRETCTREHHOM 18 BRITYCK cepim (YIomHoMOueRHOM THTE No KavecTRy), nata yra 11.01 2021







