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IIpenapar:

Cepus: 870522
®opma BbITyCKa:
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OBLUECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALEEBTUYECKAA ®UPMA «MOJIMCAH»

AHaauTH4yeckuil nacnopt Ne 602

(xoHTypHas syeiikoBas ynakoBka) 10 x 5 (mauka kapToHHas)

JlanHble aHaIH3a

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

HMUTO®PJIABUH® Ta6/1€TKH, HOKPHITHIE KHIIEYHOPACTBOPHMOii 060/104K O

JIC-001767

000J104KO0# KpacHOTro IBeTa. Ha momepedyHoM cpe3e BUIHBI
IBa CJosA. SIApo TabJIeTOK OT KENTOrO A0 KEITO-OPaHKEBOTO
useta. (BusyanbHblit)

IMoka3aTennb TpeooBanus HJI JIC-001767-010419, JlaHHbIe aHAIN3a
u3M. Ne 1, uam. Ne 2
1 2 3
1. Onmucanme Kpyriible  [BOSKOBBINYKJbIE  TAOJETKH,  MOKPBITHIE | Kpyrmsie aosombmykikie

TabneTKH, NOKPHIThIE 060I04YKOMH
KpacHoro ugera. Ha nonepeunom
cpese BHIOHBI JBa ciod. Slapo
TabneTok  KEITO-OPaHKEBOro
LBETA.

2. IToaIMHHOCTD:
- pubodnasuHa pocdar Harpus

= SHTapHas KUCjaoTa

= HUKOTHHAMHU
L HWHO3HUH

- KpacHTenb a30pyOuH
(xapmyasun) (E 122)

CrexTp MOTJIOLIEHUsS MCIIBITYEMOr0 pacTBOpPA, MPHIOTOBIEHHOIO
JUIS KOTMYECTBEHHOTO ompenenenus, B obmact ot 300 xo 550 um
JIOJDKEH UMETh MaKCUMYMBI TipH (445 + 2) um u ipu (373 + 2) um.
(CniextpodoTomeTpus B yIbTpaduONETOBOM U BUIMMO#M 001acTsX,
I'® PO¥*)

Bpems ynepxuBaHus NMKa SHTApHOHM KUCIIOTHI HA XpOMaTOrpaMMe
HCIIBITYEMOT'0 PacTBOpA, TIPUTOTOBJIEHHOTO /IS KOJIMYECTBEHHOTO
OTIpeJIeNICHNs], OJDKHO COOTBETCTBOBATh BPEMEHH YIEPKUBAHHUS
MMKa SHTAPHOM KUCJIOTHI HA XPOMAaTorpaMMe pacTBOpa CPaBHEHHSI.
(BOXX, I'® PD¥)

Bpems ynepxuBaHMS INMKOB HHMKOTMHAMHIa W MHO3MHAa Ha
XpOMaTorpamMMe HCIBITYEMOT0 PacTBOpA, NMPUTOTOBIECHHOTO JUIS
KOJIMYECTBEHHOTO  OMpENENeHHs, JOJDKHO  COOTBETCTBOBAThH
BPEMEHU YIEPXKMBAaHUS IMKOB COOTBETCTBYIOIIMX BEIIECTB Ha
Xpomarorpamme pactBopa cpaBHeHus. (BOXX, ' PD*)

CrekTp NOTJIONIEHHs UCIIBITYEMOro pacTBopa B obmactu ot 350 o
550 HM JIOJDKEH MMETh MaKCHMYM TIOTJIOLIEHHS TIPH JUTMHE BOJIHBI
(520 £ 2) uM. (CnekxtpodoroMerpuss B yIbTpadHONETOBONH |
BUIMMOH obnactsx, ['® PD*)

CoOTBETCTBYIOT

CooTBeTcTBYET

CootBercTByET

CootBercTByET

OrcyrcrBue Escherichia coli B 1 1.

3. PactBOpeHme 1-s1 cranus - He 6onee 10 % sHTapHOMN KUCIOTHI 32 60 MUH. 0
2-51 cragus - He MeHee 75 % (Q) sHTapHOM KUCIIOTHI 32 45 MUH. 99-100
(I'd PO*)
4. PoncTBeHHbIE PUMECH:
- THMOKCAHTHH, T'YaHO3HH CymmapHoe conepxanue B 1 Tabnetke ue 6onee 2,5 % 0T HOMHHAIIBHOTO 0,1
cozeprkanus uHo3MHA. (BOXX, I'D PD¥)
- HHUKOTHHOBAS KHMCJIOTA Coneprxanue B 1 Tabnetke He 6onee 1,0 % oT conepaHHus HUKOTHHAMHIA. 0,03
(BOXX, ' PD*)
- HeHJeHTH(ULMPOBAHHbIE CyMMapHoe coiepiKaHie OT CyMMbI IUIOIA/eH TMKOB HUKOTHHAMK/IA U 0
npUMecH uHo3HHa He 6onee 1,0 %. (BOXX, ' PO*)
- moMH(pIaBHH Coneprxanue B 1 Tabnetke He 601nee 0,20 % OT HOMHHANBHOTO COAEPIKAHHSA 0
pubodnasuna pocdara Hatpus. (BOXX, ['D PD*)
5. MukpoOGuonornyeckas 4ucTora Kareropus 3 A. (I'® P®¥*)
OG6uee uncio aspobHbIX Gakrepuii He Gonee 10° B 1 1. Menee 10
OG6uee yuco rpu6os He Gonee 102 B 1 . Menee 10

He o6napyxeno

6. OI[HOpO)lHOCTL AO3UPOBAHUA

(BOXX, I'D PD*)

- pubodnasuHa pocdar HaTpHs JlomkeH cooTBeTcTBOBaTh TpeboBanusm. (I'® PO*, crocob 1) Co";‘;"_rgr;y“
- IHTapHas KUCjioTa JlommkeH cooTBeTcTBOBaThH TpeboBaHusM. (I'®@ PO*, criocob 2) Cw::;i; 16nyer
@
- HUKOTUHAMM]T Homxen cooreTcTBOBATH TpeOGoBaHHAM. (I'D PD*, crioco6 1) wgzgr;yer
CooTBeTCcTBYET
- HHO3WH Jomken cooTBeTcTBOBaTh TpeboBaHusM. (I'® PD*, ciocob 1) AV=53
7. KonuuecTBeHHOE OTIpeesieHI e
- pubodnasuna pocdar Hatpus Ot 0,0045 10 0,0055 r C17H20NsNaOoP (pubodasuna pocdara 0,0051
Hatpus) B | Tabnerke (Cnexkrpodoromerpus B ynbTpaduoaeToBOM
¥ BUIUMO#H obnacTsx, ['D PO¥)
- AHTapHasj KHCJIoTa Ot 0,2850 10 0,3150 r C4HeO4 (stHTapHOM KMCIOTHI) B | TabneTke. 0,2971
(BOXX, D PO*)
- HHO3HH Or 0,0462 1o 0,0538 r C10H12N4Os (uHO31Ha) B 1 TabneTke. 0,0489
- HUKOTUHaM (Bl TR
e Or 0,0231 10 0,0269 r CéHsN20 (HukoTuHaMuza) B 1 Tabnerke 0,0246
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8. YmakoBka

ITo 10 mwm 20 TaGneTOK B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY M3 IUIEHKH
NOMMBHHWIXJIODHIHOM M (ONBrM TIOMHHHEBOM Ui  YIAKOBKH.
5 KOHTYpPHBIX SYEHKOBBIX ymakoBOK mo 20 Tabnerox, 5 wim
10 KOHTYpHBIX SAYEHKOBBIX YHakoBOK 1o 10 TabneTok BMecTe C
HMHCTPYKIMEHR 10 MEIMLIMHCKOMY NPUMEHEHHUIO MIOMEINAIOT B IIa4Ky W3
kapToHa. Ui KOHTPOJISL EPBOTO BCKPHITHA GOKOBBIE KIIANAHbI TAYKH
MOTyYT OBITh 3aKJIEEHBI 3THKETKaMH. [Tauku MOTyT GbITh CrPYIIIUPOBAHbI
B 6aHIEPOIM TEPMOYCATOYHOM TUIEHKOMA.

ITo 10 Tabnerok B KOHTYpHO#
A4YeHKOBOM  ymakoBke M3
TUICHKH TIOJIMBUHWIXJIODUIHON 1
domeru amomuHMeBOM U
YTIaKOBKH.

Ilo 5 KOHTYpHBIX SYEHKOBBIX
YNIaKOBOK BMECTE C HHCTpYKIMEH
TI0 MEJTMLIMHCKOMY NMPUMEHEHHIO B
TNavKe U3 KapTOHA.

9. MapkupoBka

1)IlepBHuHas ynakoBKa.

Ha xoHTypHO#1 s14elikOBO ynakoBKe yKa3bIBalOT:

TOBApHBIH 3HaK NPOU3BOAUTEIIS, TOPrOBOE HAMMEHOBAHHE
npernapara ¢ npeaynpeJuTeIbHON MapkKUpOBKOH ®,
JIeKapCTBEHHYIO hopMy, conepkaHue NeHCTBYIONIMX BEIIECTB B
0/J1HOH TabJeTKe, HOMEP CEPHH, CPOK T'OJHOCTH.

2)BTopHyHas ynakoBKa.

Ha nauke yka3pIBaiot:

TOBapHBIH 3HaK, HAUMEHOBAHHE, aZipec, TeN/(paKc MPOU3BOIUTEIS,
TOProBO€ HAMMEHOBAHHE MNpEMNapaTa ¢ NPeaynpeIuTeNbHON
MapKUPOBKOH®, rpynniupoBOYHOE HAUMEHOBAHHKE TIperapara,
JIEKapCTBEHHYIO (pOpMy, KOIHMIECTBO TabJIETOK B YIIAKOBKE, COCTaB
Ha OJ(Hy TabJeTKy ¢ yKa3aHHeM HaUMEHOBAHHUI U KOJIMYECTB
JIEHCTBYIOIHX BEILECTB, IEPEYEHB BCIIOMOTATENIbHBIX BEUIECTB U
NIEpPEYEHb BEILECTB KUILIEYHOPACTBOPUMON 000JI0UKH, HOMED
PETUCTPALMOHHOTO YIOCTOBEPEHMS, HOMEDP CEPHHU, CPOK TOJAHOCTH,
«XpaHUTh B HENOCTYITHOM Ul fieTeit MecTey, «[[puMeHSTh 110
Ha3HA4Y€HHUIO BPauay», YCIOBHS OTITYCKa, YCIOBUS XpaHEHHS,
crnoco0 nmpuMeHeHus, ITprxoBoi kog EAN-13, papmakox
(pharmacode), ONOMHUTENBHBIE HAAMKMCH: TMKTOTPAMMEI,
pacimudpoBka NUKTOrpaMm

« nexapctenHas popma TBEPJIA STy,
« cnoco6 npumenenuss BHY TPby,
e

« ™ ® papmakotepanestuueckas rpynna METABOJIMYECKOE
CPEJICTBO».

JlommyckaeTrcs HAaHECEHHE CPEICTB MICHTU(GUKALIUAM ISl CUCTEMBI
MOHHMTODHHTIA IBHXKEHHS JIEKAPCTBEHHBIX IPENapaToB.

1)IIepBuuHas ynakoBka.

Ha xoHTypHO# sueiikoBo#H
YHAKOBKe yKa3aHbl: TOBapHBbIH
3HaK NPOU3BOIMTENSA, TOPrOBOE
HaMMEHOBaHME Mpenapara ¢
NpeyNpeANTEIbHOH
MapKHpOBKOH ®, leKapCTBEHHAsA
dopma, conepxanne
JIEHCTBYIOLIMX BEIIECTB B OHOMH
TabneTke, HOMEp CEpHH, CPOK
TOJHOCTH.

2) Bropuunasi ynakoBka.

Ha nauke yka3aHbl: TOBapHbIH
3HaK, HAUMEHOBaHHe, aJpec,
Ten/pakc MPOU3BOAMTENA,
TOProBOE HAHMEHOBAHHE
npemnapara ¢
NpeynpeAUTENbHON
MAapKHPOBKOH ®,
TPYNIHPOBOYHOE HANMEHOBAHHE
npemnapara, JIeKapCTBeHHas
¢opma, konmuecTo TabneTok B
YHaKOBKe, COCTaB Ha OJHY
TabNeTKy ¢ yKa3aHHEM
HAaMMEHOBAHHH H KOJIHYECTB
JIeHCTBYIOIHX BEIIECTB,
nepeYeHb BCIIOMOTaTe bHbIX
BEILECTB H NEPeYeHb BEIECTB
KHILIEYHOPACTBOPHMOH
0607104KH , HOMEp
PETrHCTPALIHOHHOTO
YAOCTOBEPEHHS, HOMEP CEPHH,
CPOK FOJHOCTH, «XpPaHHTh B
HEJIOCTYITHOM JUIA JeTel MecTe»,
«[IpUMEeHATH N0 HA3HAYEHHIO
Bpayay, yCIOBHS OTITyCKa,
YCIIOBHSA XPaHEHHUs, CIOCO0
NPUMEHEHHS, IITPHXOBOH KO
EAN-13, dpapmaxon
(pharmacode), nononHUTENbHBIE
HAJIHCH: THKTOTPaMMBI,
ﬁ:mmi)ponxa MHKTOrpaMM

«uekapcTBennas popma TBEPIIASD,

«cnocob npumenennss BHYTPby,
L]

s
«hapmaKoTepaneBTHIECKas Tpymna
METABOJIMYECKOE CPEJICTBO».

Haneceno cpenctso
HICHTHOHKALMH U1 CHCTEMBI
MOHHTOPHHTA JBHKCHHA
JIEKAPCTBEHHBIX IIPENapaTOB.

10. YcnoBus XpaHeHUs: U MEPBI
NIPEI0CTOPOXKHOCTH

B 3amuImERHOM OT CBETa MeCTe IPH TEMIIEPATYpPe HE BBIILE
25 °C.

B 3amuménHom oT cBera
MECTe NPH TeMIIEpaType
He BoIme 25 °C

11.Cpok rogHOCTH

3 roma

3 roma

* — nefictByromee usnanue I'ocynapctenHoit @apmakoneu Poccuiickoiit Oenepanuu

3axmouenue: coorBercTByeT Tpeboanusm HJ[ JIC-001767-010419, uzm. Ne 1, uzm. Ne 2

JlaTa Bpimaum macmnopra: 16.06.2022

Vi
/ 3aBenyromuii KAnJI

Hauansauk OKK

JupekTop no kayecTBy
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