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® NOZINCQH

OBLECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHO/IOTUYECKAR GAPMALIEBTUYECKAA GUPMA «NTO/IUCAH»

AnaguTHyecknit nacnopt Ne 827

192102, Cankr-Metepbypr, yn. Canosa, 72, Kopn.2, AuT.A,
Ten.: 812 710 8225, darc: 812 764 6284, e-mail: info@polysan.ru

TTpenapar: IAKJIO®EPOH® TabieTkn, noKpbIThie KHMeTHOpacTBopumoil o6onouxoi 150 mr

Cepus: 400921 P N001049/02
®opma BhITyCKa! (xoHTYpHaA A4eiKkosas ynakoska) 10 x 1 (nayka kapToHHas)
Konuuectso: 115431 yn.
Jlara uzroropnenus: ceHrs6ps 2021 r.
Jlannbie anann3a
Ilokazarensb Tpebosanua HI P N001049/02-081018, H3m. Ne 1 Jlanubie aHATH3A
1 2 3
1. Onucanne Kpyrasie T80sKOBBIyKIbie TAONETKH XENTOrO LBETA, Kpyrnuie
MOKPEITLIE KHIIEYHOPACTBOPHMO# oGonouxoii. Ha nonepeusom JBOAKOBLITYKIIBIC
paspese 3po KEITOro UBeTa Taﬁnermoxeu:rrrﬂ;o LBeTa,
T
e mme-mol;)pac'mopmoﬁ
~ obonoukoi. Ha
HomepeyHOM paspese
Aapo KEITOro UpeTa
2. INognuuHOCTE:
- aKpHAOHYKCYCHAA KHCIOTA CreKTphl MOTNOMIEHHS HCIBITYEMOTO PacTBOpPA H PacTBopa CoOTBETCTBYIOT
cpasHeHnA (b) B obnacti o1 340 10 450 HM NOJDKHBI HMETH
MaKCHMYMbl H MHHHMYMBbI IPH OJHUX H TeX e JUIMHAX BOJIH
(CnextpodoTomeTpus)
Bpems ynepxuBaHus OCHOBHOTO MHKA HA XPOMATOIpaMme CootBeTCTBYET
HCTILITYEMOTO PacTBopa, IPHIOTOBNEHHOTO LA
KOJIMYECTBEHHOT'0 OTIpE/Ie/IEH A, OIKHO COOTBETCTBOBATD
BPEMEHH YAC[IKHBAHUA OCHOBHOIO NHKA Ha XpOMAaTorpamMme
pactBopa cpasHenna (b) (BOXKX)
- MErIOMHH [1sTHO PO30BATO-OPAHKEBOIO IBETA METIOMHHA Ha CooTBeTcTBYET
(N-MeTHATTIOKAMHH) XpOMaTOrpaMMe HCIBLITYEMOro pacTBopa Mo MOJ0KEHHIO,
OKpacKe H BEJIHYHHE JOKHO COOTBETCTBOBATE MATHY
METJIIOMHHA Ha XpoMaTorpamme pacteopa cpasienns (TCX)
3. PacTtBopenue 1-1 cramus — He Gonee 10 % akpHAOHYKCYCHOH KHCITOTH 0
3a 60 MuH
2-g cTanus — e mexee 70 % (Q) akpUIOHYKCYCHOH KHCIIOTH 100
3a 45 MHH
(I'® PO*, Cnextpodoromerpusa B YO 4 BHIHMOH obnacTax)
4. PoncTBeHHBIE IIPHMECH EaMHUYHAA HEWIEHTHHIMPOBaAHHAS pUMeCh — He Gornee Menee 0,10
0,20 % (BIXKX)
Cymma npumeceii — He Goitee 0,50 % (BIXKX) Memnee 0,10
5. Muxpobuonoradeckas Kareropus 3A (I'® POD¥) Cootserersyer
YHCTOTA
6. OIHOPOOHOCTE AO3UPOBAHHA Ilomxken cootsercTBoBaTH TpeGoBanuaM (I'D PO*) CooTtBeTCTBYET
: AV=19
7. KonuuecTreHHOE
onpegenenue:
- aKPHJOHYKCYCHas KHCNOTa Or 142,5 mr go 157,5 mr CisH;NOs 146.,8
(axpuzoHyxcycHoll kucnoTsl) B Tabnetke (BOXX)
- METJIIOMHH 1464
(N-MeTHITIIOKAMHH) Ot 131,4 mr go 160,6 mr C7H;7NOs
(MermomuHa) B TabaeTke (THTpUMETpHA)
8. Ynakoska IMo 10 wik 20 TabNeToK B KOHTYPHYIO AYEHKOBYIO YTIAKOBKY M3 To 10 TaGnerox B
NNEHKY TINTHRWHHTY TOPWIHNT W HOTETH AMOMUNREROT 1A KOHTYRHOR A4cHKOROH
YNAKOBKE H3 IIEHKH

YNaKOBKH.

1 KOHTYpHYIO #4eHKOBYIO YNaKoBKy no 20 TabneTok, 1 win 5
KOHTYPHBIX A4efiKOBBIX ynakoBok 1o 10 tabnerox BMecTe ¢
HHCTpYKLHEH 110 MEAMIMHCKOMY NPHMEHEHHIO OMEINaloT B
nayKy U3 KapToHa.

JUia KOHTPONA NMEPBOTO BCKPHITHA GOKOBBIE KIANaHbl MavykH
MOryT OBiTh 3aKiieeHbl dTHKeTkaMH. [Taukn MoryT GbITh
CrpynnupoBasbl B GaHIepoTH TEpMOYCaNOYHOH NIEHKOH.
TMayku unu 6aHneposH NOMEINAIOT B IPYNNOBYIO Tapy.

NOJMBHHWIDUIOPHAHOA H
doaLrn ATIOMHHHEBOH AN
YNAKOBKH.

1 KoHTYpHas AueHKoBaA
ynaxoska no 10 Tabnetox
BMECTE ¢ HHCTpYKHMEH No
MEIHILHHCKOMY
NPpHMEHEHHIO NOMEIICHA B
NauKy K3 KapToHa.
TpeGopanna HJL
coOmoneHsl.
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9. Mapknposka 1) IleprugHas ynakoBka 1) Mepanunas ynakosxa
Ha  komrypHo#f  suefikoBodi  ynakoBke  yKaspipajoT: | 118 KOHTYPHOH seikoBoi

Ynakopke YKa3aHBI:
HaUMEHOBAHHE NPOM3BOJMTEJIS, €r0 TOBAPHBLIA 3HAK, TOPFOBOE | yuuvenonanme
HaHMEHOBaHUE NpenapaTa ¢ pelynpeauTensHOH MapKHPOBKOH | npowssommens, ero
®, nexapcTBeHHYIO ¢bopMy, NO3MPOBKY, HOMEp CEpHHM, CPOK | TOBaDHEIN 3HAK, TOProsoe
TONHOCTH. HEMMCHOBAHHC rz;:)cﬁmpm c

RYTIPEHTE b H

2) Bropuunas ymakoska z;mpo,,mn ®,
Ha pauke yKajhiBalOT: HAMMEHOBAHHE NPOMIBOIMTENS, €ro NEKAPCTBEHHAA (opua,

TOBAPHEIH 3HaK, anpec, Teld/$akc, TOProBOe HAHMEHOBAHHE | NOIMPORKE, HOMEP Cepu,

CPOK I'OIIHOCTH.
npenapata ¢ OPeAYNPENHTENbHOM — MapkupoBkoi  ®, B X Smioin
TPyNNHpOBOYHO¢ HAHMEHOBAHHE NpETIApaTa, NEKAPCTBEHHYIO | Ha nauke yiasaus:

0 cocTaB Onerky ¢ QHH! HAHMCHOBAHHE NDONIBOIKTENS,
thopmy, HO3HPOBKY, TaB Ha OJHY Ta Y © yKkasaHuem | o =S
HAMMEHOBAHHA M KONHYECTBa JCHCTBYIOIIEro BENIECTBa, wm"mm e
NEpeYeHb BCTIOMOraTENbHbIX BEIECTB, KOJHYECTBO Ta0NETOK B | HauMenosanie npenapara ¢
ynakoBke, «XpaHATh B HEJOCTYNHOM AMA JeTed Mecten, «lna :mmmm@u’m
B3pOCHBIX B fAeTefl ¢ 4 5eT», YCNOBHA XPAHEHMHA, HOMED | IpynuMpososnoe mauenosamue

» Tpenapara, NeKkapCTaennas
PErHCTPALHOHHOTO  YAOCTOBEPEHHS, HOMED CEpHH, CpOK i ey -
I'OQIHOCTH, YCAOBHA OTNYCKA, CHOCOD NPUMEHEHHS, IITPHXOBOM | omuy mabaerxy ¢ yxasanmen

ko EAN-13, nononuureisasie Hagnuck: «J15 B3POCJIBIX U n“:’““m B EOIHIECTSR
AETEH 4+», JIEYEHHME U TIPOQHUIIAKTHKA TPHIITIA H | horvemuers oo,
OPBH», papmakon (pharmacode). BEWECTS, KOMYCGIBO TaBICTOK B
Ha mauxke, cojepxame | KOHTYPHYIO SYEHKOBYIO YIAKOBKY 110 m%’;’;”;;ﬁ s
20 TaGneTok WIH 5 KOHTYDHBIX SHEMKOBBIX YNakoBOK MO 10 | «llnx s3pocnux u neveh ¢4 nem,
TabneTok, NOMONHMTENLHO HaHeceHa rpaduyeckat cxema | Yooma b
[TPUEM TIPETTAPATA [1PH JIEYEHHH TPHITIIA/OPBH). | P e cepms,
HoryckaeTca HaHECeHHE CPEACTB HACHTHOHUKALMY U1 CHCTEMBI | CPOX rOXHOCTR, yenosita

OTMycKa, cnocof npamMeneHna,
MOHHMTOPHHIA ABHIXCHHA [ICKAPCTBEHHBIX MPENapaToB. urrpuxoscl kon EAN-13,

Hanecenw cpeacraa
RAEHTHOHCAAN 118 CUCTEMB
MOHHTOPHHIE IBHKCHHE
NIEKAPCTBEHHEIX NPENapaTos.

10. Yenosus xpamewns M mepbt | B sammm@HzOM 0T cBeTa MecTe TIpH TeMIIEpaType He BhIlle B aanmmgnnom ot ceera
NpeAOCTOPOKHOCTH 25 °C MeCTe NPH TeMIIEpaType
He Boime 25 °C
11. Cpok ronHocTH 2 rona 2 ropa

* - neiictBytomee u3nanue Focynapersensol ®apMakonen Poccuiickoit Depepanun

3axmodenne: coorserctayer TpeGosanmam HI[ P NO(1049/02-081018, Ham. Ne 1

Hara Bbinauu nacnopra: 28.09.2021 Cpox roanocru zo: 09 2023

3asenysomuit KAnJI i Canxrrletepoypr M A. C. Bnacosa
Hay4HO-TEXHCTIONHECKas

Hauamnnk OKK | bapMauesTUNeckan dvpha (}i/ A. 1. ®énoposa
Ao

«MTONMUCAH»
e W;’ C. 1. Ckopuk

JupeKTop no xauecTey ANA QOKYMEHTOB
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000 “Hayuno-rexnonoruyeckas ¢papmanesrudeckas pupma “IIOJTACAH”

Paspenienue Ha peanusanuio Ne

HanmMenopanue

(Dopma BuIycKa

MHH

PY Ne

HopmaTnBHas noKyMeHTalms
Homep cepnn

Pasmep cepun

KonuuecTso nocne KOHTpOJs
Ne AHATHTHYECKOI'O Nacropra
Tonen no

IpeanpuaTre-npoN3BOaHTE b

IIpennpuaTye-ynakoBIHK

00000762 ot 01.10.2021

HUKJTO®EPOH® TabneTkH, HOKPRIThIe KHIIETHOPACTBOPUMOH
obonoukoii 150 mr Ne 10 Poccmiickan Menepanns

KONTypuas s4ciikoBas ynakoska 10 x 1 (nayxa xaprounasn)

MernioMuH2 aKPHI0OHALETAT
P N001049/02
P N001049/02-081018 m3m.Nel

400921

115 431 ynk

115 381 ynr
827
09 23

000 «Hayuno-rexnoiornveckas dpapmanesrutieckan Gupma
«(IOJIACAH», 192102, Poccuiickan @enepaunsn, r. Cankr-Ilerepbypr,
ya. Canoea, 1. 72, k. 2, 1ar. A

000 «Hayuno-Texnonoradeckan ¢gapmaneBTHYecKas GupMa
«ITOJHCAH», 192102, Poccniickas Denepauns, r. Canxr-Ilerepbypr,
ya. Canosa, 1. 72, k. 2, aur. A

AHAIH3 NPOM3BOACTBEHHOH JOKYMEHTANHH

Jlocke Ha cepHio NpoBepeHo Hda
Jlocne na cepuio ogoGpeHo HOa
KpurHueckHe OTKJIOHEHHHA 0TCYTCTBYIOT Ha

Cepus 0poH3BeeHa H IIPOKOHTPOJIHPOBANA B COOTBETCTBHH ¢ JHIEH3HEH HAa NPOU3BOACTBO
JICKapPCTBCHHBIX CPEACTB, 1'[)8505311!“}&!!1 PErHCTPANHOHHOIO A0CHE, TPEGOBH.BHHMH OpPranf3IauHyg
NPOH3BOACTBA M KOHTPO/IA Ka4ecTBa AeKapeTBenbIxX cpeacTs (mpasna GMP), a Taxae HaubiMy
TpeGoBanusiMH AeiiCTBYIOLIEro 38KOHOJATENLCTBA.

Mpoaykunsa paspenieHa K PealH3alHH da

YIIoJHOMOYEHHOE THLO

Havansuuxk otoena

Crenanosa M.C.

(HOKHOCTD)

(pacindposxa noanmcH)

Tonoxenue 0 AMUE, OTBETCTBEHHOM 33 BBITYCK cephu (YIIONHOMOUYEHHOM JMLE 10 KauecTy), Aata yT18. 11.01.2021







