UHTENNEKT Ha 3almTe

300pOBbA

® NMNOJINCQH

OBLLECTBO C OFPAHUYEHHOH OTBETCTBEHHOCTbIO
«HAYYHO-TEXHONIOMMYECKAA GAPMALEEBTUYECKAA OUPMA «NTOSIMCAH~»

AHaquTHYecKHiH nacnopt Ne 94

192102, Cankr-Netep6bypr, yn. Canosa, 72, kopn.2, nmT. A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®@polysan.ru

ITpenapar: IHUKJIO®EPOH® pacTop ANs BHYTPHBEHHOI'0 H BHYTPHMBIIIEYHOI0 BBEJACHHS
125 mr/mn

Cepus: 40221 P N001049/03
dopma Bemmycka:  (ammyuna) 2 MiT X 5 (Tauxa KapTOHHas)
KoymuecTeo: 45542 yn.
Ilata maroToBneHus: (espans 2021 r.

IMoxaszaTesb Tpe6opanun HJ P N001049/03-091118, n3m. Ne 1 Jdanunie aHAIH3A

1 2 3
1. OnHcanue Ipo3paynas KHAKOCTh KENTOrO LBETA Tpo3pagnas KHIKOCT

(Busyaneuuiit Merog, 'O PO*)

*KENTOrO 1BETA

2. TToaMMBHOCTE:
- AKPHAOHYKCYCHAA KHCIOTa

- COCIMHCHHA AKPHIAOHOBOTO pAna

- METJIIOMHH
(N-METANTOKAMHH)

Crextpsl TNOrMOMEHHA MHCIBITYEMONO pacTBOpa M PacTeopa
cpasnenms (b) B obnactH or 340 o 450 HM OODKHH MMETH
MaKCHMYMH H MHHHMYMb TPH OIHMX M TeX e [UIHHaX BOJH
(CnextpodoTometpus B ynsTpadmoneTopod H BHIMMON 06nacTix,
IO PO*)

Bpems  yAepKHBAHHA OCHOBHOTO IHKA HAa XPOMETOTpaMMe
HCIILITYEMOTO PACTBOPA, TPHTOTORNECHHONO A KONHYECTBEHHOIO
ONPCACNCHHA, NO/DKHO COOTBETCTBOBATH BPEMEHH YICPXKHBAHHA
OCHOBHOTO THKAa HA XPOMAETOrpaMMe pacTsopa cpashcHma (b)
(BOXX, D PD*)

Hcnutyemblif  pacTBOp, TNPHIOTOBNCHHEI A8 KOJMYECTBEHHOTO
ONpENCICHHA, HMeeT XapakTepHy1O $HHOIETOBO-CHHIOW
JIOMHHECLIEHLHIO

(BusyanbHsiii MeToa, @ PO*)

[IaTHO PO30BATO-OPAIDKEBOTO LIBETA MEMMOMHHA Ha XPOMATOrPAMME
HCMILITYEMOTO PAcTBOpa NO MNONOMEHHIO, OKPACKE H BCAHYHHC
JIOIDKHO COOTBETCTBOBATE MATHY

METTIOMHEHA HA XPOMATOIPaMMe PacTBOPa CPABHEHHA

(TCX,I'd PO*)

CooTBeTcTBYIOT

CooTtBeTcTBYET

CoOoTBETCTBYET

IIpucyrcteyer

3. T1po3pavHOCTh

_ JloowkeH GuTh Mpo3pavyHbIM (I'D PO*)

ITpo3pauHblif

4. pH

Ot 6,5 10 8,0 (I'd PO*, NOTEHITMOMETPHYECKH) _

7,8

5. MexaHHYeCKHAE BKITIOUEHHA:

- BHIHMEIC MEXaHHIECKHE
BKITIOYCHHA

JlomkeH cOOTBETCTBORATH TPEHOBAHMAM
(I'® Pd*, BU3yaANbHBIA METOT)
Cpemee uncno wactvi pasmepom 10 mMxm u Gonee He IOMKHO

CootsercTBYET

10 Mxm™ 1 Gonee — 117

Ha amMnyny HAKI€HBAIOT STHKETKY CaMOKIEAILYIOCA.
TTo 5 amMmyn MOMEIMAIOT B KOHTYPHYIO A4cHKOBYIO YNAKOBKY H3 MNEHKH

* S VXTI KN e w s ROtk s G, | s B3
BKJIIOYECHHA Meroa 1) Ha AMITYJTY
6. PoncTeHHEIE MPHMECH EaunugHas HenaeHTHGHIMpOBaHHAs TPHMECE — 0,01
ge bonee 0,20 % (BIXX, I'D PO*)
Cymma npuMeceit — He Gonee 0,50 % (BOXX, I'® PO¥) 0,05
7. H3snekaeMsiil o0bEM, M1 He MeHee HOMHHaNbHOTO (I'D PO*) 2,1
8. BakTepuaibHbIe SHA0TOKCHHE, IpenensHoe conepxanne Megree 0,5
ED/Mr akpHIOHYKCYCHOH KHCIIOTEI He Gonee 0,5 (TP PO*, meTon A)
9. CTepHIbHOCTD JlomxeH OBITE CTEPHIILHBIM CrepunbHbli
(I'® PO*, MeTOJI IPAMOTO NOCEBA) CEPHA BBUTYHICHA N
NapaMeTpaM
10. KonHuecTBeHHOE OTIPENeeHHe Ot 118 o 131 mr/mn CisH;1INOs 123
(aKpHOOHYKCYCHOH KHCIOTH) (BOXX, I'® PO*)
Or 87 no 106 mr/mn C7H7NOs 92
(N-meTwirmoxaMuHa) (Turpamerphs, 'O PO¥)
11. YiakoBxa o 2 w1 B aMITyNIB! H3 KOPHYHEBOTO CTEKNIA. [To 2 Mn B aMmynax H3

KOPHYHEBOTO CTEKNA.
Ha ammymy HaxneeHa STHKETKA

CAMOK

NOTHBRHADUIOpHAHOR, KOHTYpHY10 A4eX0BYIO YIAKOBKY TEPMOCK) TC
nnénkol NOKpoBHOH WK GONLIoH AMOMHHMEBOH KM OCTARNAIOT OTKPEITOM.
1 KOHTYPHYIO A4eHKOBYIO YNAKOBKY BMECTE ¢ HHCTpyKimeh no
MCAHIHHCKOMY MPHMEHEHHIO MOMEMAOT B Nadky W3 KapTOHA.

Jlna xoHTpONA NEPBOro BCKPHTHA GOKOBHIE KIanaHbl NATKH MOTYT GuTh
32KIEeHE ITHKCTKAMME.

5 aMITYT IOMCINCHH B KOHTYPHYIO
AefAKOBYIO YNAKOBKY H3 IIEHKH
TIONHPEHA/IUIOPHIHOH,
KonTypnas xaefikopas ynakopka
TepMOCKIecHA

¢ IdHKOMH HOKPOBHOM.

1 xOHTYpHAaA suelikoBas ynakobka
BMeCTe C HHCTpYKUHeH no
TMPHMEHEHHIO NOMEMEH B 39Ky
H3 KApTOHA.

TpeGopanna HJI k ynaxosxe
cobmonenu.
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12. MapkupoBka i 1) IlepBHyHan ynako

TOBApHBIH 3HAK NPOH3

NpexynpeadTeNbHOM
B MI/MIN, 00BEM B M

TOAHOCTH, JIEKapCTBe
2) IlpomexyTounas
Ha mnénke noxporHo
YKa3bIBaIOT: TOBAPHEI

HOMEpP CEePHH H CPOK I
3) BropuyHnas ynako
Ha nmayke ykashIBaioT:
€ro TOBapHLIHA 3HaK,
HaHMEHOBaHHE JieKap
NpeayTpeAHTeIbHOMN
TPYIIHPOBOYHOE HA
npenapara, JeKapcTBe
Mr/mi1, 00BEM mpemnap
yKa3aHHEM HAaHMEHOB
NeHCTBYIOLIErO H BCII
YCIIOBHA XpaHEHHH, «
Bpaua», «XpaHHThb B Hi
«CTEPHUJIBHO», ycn
OpHMEHEHHA, HOMED
YIOCTOBEpEHHA, HOME
KOTHYECTBO aMITy/l B
13, dapmaxoa (pharm

H300paKeHAE aMITyJIbl
NUKTOIPaMMBl, pacIiyi
«®nexapcTrennas ho
«k crioco6 [IpHMEeHe

BKa.

Ha ammynax Ha caMoK/Iesmeics ITHRETKE YKa3hIBAIOT:

OIMTEILA, TOProsoe

HaUMEHOBaHHE JIEKapCTBEHHOTO NPenapara ¢

ApKHpOBKOH ®, KOHLIEHTPALHIO
HITHTpax, HOMEP CepHH, CPOK

MITH GOJIbre AMOMHHHEBOMN
3HaK npoussoaurena. Ha
YTIaKOoBKe, CKJIIECHHOM C
H, IOTIOJIHHUTENLHO YKa3BIBAIOT
JIHOCTH.

Ka.
HAaHMEHOBaHHe TIPOM3BOAUTES,
¢, TeJL./ake, Toprosoe
TBEHHOTO Mpenapara ¢
apKHpOBKOi ®,
€HOBaHHE JICKAPCTBEHHOTO

thopMy, KOHLEHTPALMIO B

T4 B MHJUTHIHTpAX, COCTaB ¢
HHA ¥ KOJIMMeCTBa
MOTaTeNBHOTO BEMecTs,
PHMEHATE 110 HA3HAYEHHIO
IOCTYITHOM Jisl feTeli MecTe!»,
BHSA OTITyCKa, cnocob
THCTPALMOHHOTO

CEPHH, CPOK FOTHOCTH,
NaKoBKe, ITpHXoBoi kox EAN-
code), rpaguaeckoe

JOTIONTHHTE/bHbIE HALIHCH:
POBKA MAKTOIPaMM

ma HHJTKA Ty,
1 BHYTPHUBEHHO»,

s cnocod npumenenns BHY TPUMBIILIEYHO»,

1) lNepsnunas ynakosxa.

Ha ammynax sa camoxneameiica
ITHKETKE YKA3AHE!: TOBAPHKN 3HaK
MPOHIBOJIMTENA, TOPropoe
HaMMEHOBAHHE /IEKAPCTBEHHOTO
Openaparta ¢ mpeaynpeyTens HoH
MapkHpoBkoii ®, KoHIeHTpauns B
Nr/Mn, 06bEM B MIUTWIHTDEX,
HOMEP CEPHH, CPOK MOLHOCTH,
nekapcTeennas dopma.

2) [IpoMexyTounas ynaxosa.
Ha nnéuxe noxposroR ykasanm:
TOBAPHEI 3HAK IPOHIBOIHTENS,
3) Bropuunas ynakosxa.

Ha nauxe yxa3auu: HauMeHOBaHRe
TIPOH3BO/IHTEIA, er0 TOBAPHEH
3HAK, apec, Ten./$axc, TOpropoe
HAHMCHOBAHME NICKAPCTBEHHOMO
npenapara ¢ DpeAynpeaHTebEOR
MApKHPOBKOH ®, rpynTIHpOBOTHOS
HAHMEHOBAHHE IEKAPCTBEHHOIO
TPENapaTa, exapcTBeHHas hopua,
KOHIIEHTPALHAA B MI/MI, 06néM
Tpenapara B MWUIWIHTPax, COCTas
€ YXa3aHHEM HAHMCHOBAHHA K
KO/IH4eCTBa ACHCTBYIOMIETO H
BCTIOMOTATENbHOTO BEIIECTS,
yenosns xpanennn, «[Ipamensms
MO Ha3HAYEHHIO Bpaday, « XpaHuTs
B HEIOCTYTIHOM /14 AeTedl
secte!», «CTEPHILHO»,
YCNOBHA OTIyCKa, ciocol
NPAMEHEHHAA, HOMED
PErncTpalHoHHOr0
YROCTOBEPCHHA, HOMED CEDHM,
CPOK FOHOCTH, KOJIHUECTBO
aMImyn B YNaxoBke, ITPHX0BOH
ko EAN-13, dapmaxon
(pharmacode), rpadpruecxoe

n3obpanenne aMmy s
JONONHHTENEHEE HANTHCH:
THKTOrPaMMM, pacii(poska
TIHKTOrpaMM

«nexapcTentan hopua HHIKA A,

“cnoco§ upasescens BHY TPHBEHHOw,

+cnocol npesescass BHY TPHMBIIEYHOw,
« | papmaxorepanesTiaeckan rpynma [IPOYUE I
HMMYHOCTUMYVJIATOPLI». lonyckaetca - SR
TIPOYHE HMMYHOCTHMYJLATOPhI».
HaHECEHHE CPEICTB H,IleHTH@]ﬂ(alH{H OJ1A CHCTEMBI Haneocso cpeaeto
MOHHMTODHHTa JIBH)KCHHA JICKAPCTBEHHBIX NPETAPATOB. | waeHTnduKamm A1 cHOTeMM
MOHHTOPHHI IBHKEHHA
JEXAPCTBEHHBIX NPENapaToB.
13. Xpanenue B 3ammmeHHoM 0T cBeTa M¢cTe Nph TeMnepatype oT 0 zio 25 °C. B 3amuménsoM oT cBeTa
MecTe NpH Temnepatype ot 0
1025 °C.

* - neficByrowee usnanme Focynapereentoi Gapmakonen Poceniickoit deneparmn
3akmovenue: cooTsercTByeT TpeGoBanuam HJ] P N001049/03-091118, u3m. Ne 1

Jlata Beinaun nacnopra: 24.02.2021

3asenyrommit KAuJT

HayH{HO-TEXHCNOMH
q;ag;.qaueamecxaﬂ Dvpma

Havanenuk OKK «TONUCAH»
L1115 AOKYMEHTOB

CaHkT-NeTepbypr

JlupexTop no ka4yecTBy
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Cpok rogsocts no: 02 2026

A. B. Ckok

<’ A.H. Dénopoea

- / C. H. Cropuk




000 “Hayuno-TexH0JOTHYECKAA GapManeBTHYECKAs dupma “TIOJINCAH”

Paspemenne Ha peamsanmio Ne

HaumeROBaHHE

dopma BEITYCKa

MHH

PY Ne

HopmarHBHasA JOKYMEHTAIMI
Homep ceprn

PasMep cepuH

KonugecTBo nocae KOHTPOIsL
Ne AHONHTHYECKOTO IAacHopTa
Togen mo

T1peanpHaTHE-NPOM3BOIUTEND

TTpeanpraTHe-yNaKOBIIHK

00000153 ot 02.03.2021

IMKJIO®EPOH pacTsop VIR BHYTPHBEHHOIO # BHYTPHMBIIIEYHOTO
BBeaenns 125 mr/aa, 2 ma, Ne5, Poccniickas bepepanus (TéMHOE
CTERI0)

aMmyaa 2 M1 x 5 (nauKka KapToHHas)
MerJIOMHHA AKPHAOHANETAT

P N001049/03

P N001049/03-091118 mam.Nel

40221

45 542 ynx

45 455 yng
94
02 26

000 «Hayuno-TexHoJ0rA4ecKad GapMaleBTHICKAR dupma
«[TOJIHCAH», 192102, Poccniickan ®eepanud, r. Cankr-Tlerep6ypr,
ya. Canosa, 4. 72, K. 2, JuT. A

000 «Hayuso-TexHOJOrBYeCKas $apManesTHIecKan pupMa
J1OJMCAH», 192102, Pocchiickaa ®enepauny, r. Canxkr-Tlerepbypr,
ya. Canosa, . 72, K. 2, auT. A

AHAIH3 TPOU3BOACTBEHHON JOKYMCHTANWH

Jloche Ha CepHIo IPOBEPEHO Ha
Jocke Ha cepuio onobpeno Ia
KpHTHYECKHE OTKIOHEHHS OTCYTCTBYIOT Ha

CepHsi NPOM3BEIeHA H NMPOKOHTPOJIAPOBANA B COOTBETCTEHH ¢ JHUeH3Hell HA NPOH3BO/ICTBO
JeKAPCTBEHHBIX CPEACTB, TPeSOBAHMAMM PErHCTPALHOHHOTO gocke, TpeGoBaHHAMH OPraBH3AIHH
IIPOH3BOACTBA H KOHTPOIS Ka4eCTBa JeKaPCTBERHBIX cpencts (npasni GMP), a Takae HHLIMH
TpeGoBANHAMHE JefCTBYIONIET0 3AROHOAATENLCTRA.

TpoAyKIHs paspelieHa K peanusaluH a )
Y nOITHOMOY4EHHOE JTHIIO {/ /
Hauamsnuk oTA€73 /(/ Crenanosa M.C.
(ROKHOCTD) (nomiCE) ./ (pacuudpoBKa TOIMHCH)

[amemeore & MM, STBCTCILLilion s vistiyok Liprin (HULIVMUSLIIUBM iHuL G0 RAJLLIBY }, aaia yis. 11.01.2021







