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® NoJInN

IIpenapar:

125 mr/ma
Cepust: 251121
®opMa BhITyCKa:
KommyectBo: 45699 ym.

UHTennexkT Ha sawmre

OBLLUECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALIEEBTMYECKAA ®UPMA «[TOJIMCAH»

AHajauTHYeckuii macmoprt Ne 1213

(ammyna) 2 M X 5 (1avyka KapTOHHAs)

Jlata u3roropneHus: HosOpb 2021 r.

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

HUKJIO®EPOH® pacTBop A/isi BHYTPHBEHHOT0 H BHYTPHMbIIIEYHOT0 BBeIEHHS

P N001049/03

Iloka3zaTen

Tpe6oBanust HJ P N001049/03-091118, uzm. Ne 1

JaHHble aHaIM3a
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1. Onucanue

IIpo3pauHas )KUOKOCTh KEITOTO LBETA
(Busyanbhslii MeToa, ['® PO*)

ITpo3padHas KxUAKOCTh
XKENTOro 1BeTa

2. [NomIMHHOCTB:
- aKPUIOHYKCYCHAsl KHCJIOTa

- COCAHMHEHHS aKPUJIOHOBOrO psAaa

- METIIOMHH
(N-MeTHnrIoKaMuH)

CriekTpel  MOIJIOMIEHHS  MCIIBITYEMOr0 PacTBOpa M pacTBopa
cpasuenus (b) B obmactu ot 340 g0 450 HM JODKHBI HUMETH
MaKCUMyMBl ¥ MHHUMYMbI TIPH OJHHX M TE€X JX€ UIMHAX BOJH
(CniektpodoTomMeTpHst B YIbTpaHONETOBOM M BHAMMOM 06NACTAX,
I'® PO*)

Bpems  ynepuBaHMA OCHOBHOrO MMKa Ha XpOMarorpamme
HCTIBITYEMOTO PacTBOpa, NPUTOTOBIEHHOTO Uil KOJMYECTBEHHOrO
OMNpEJC/ICHHs, JOJDKHO COOTBETCTBOBATH BPEMEHH YIEPIKMBAHHUS
OCHOBHOTO MHKAa Ha XpOMaTorpaMme pacTBopa cpaBHeHus (b)
(BOXX, I'd PO*)

Hcneityemplit  pacTBOp, NPUIOTOBJICHHBIA J[UIs KOMMYECTBEHHOTO
Onpe/eNeH s, HMeeT XapaKTepHYIO (hHONETOBO-CHHIOID
JIFOMMHECLIEHIIMIO

(BusyanbHeiit Metoa, ['® PO*)

[TATHO PO30BATO-OPAHXKEBOTO LIBETA METMIOMHHA HAa XpOMATOrpaMMe
UCHBITYEMOrO pacTBOpa MO IONIOXKEHHIO, OKPAacKe M BEIHYHHE
JIOJDKHO COOTBETCTBOBATh MATHY

METJIIOMHUHA Ha XPOMATOrpaMMe PacTBOpa CPaBHEHHs

(TCX, I'd PO*)

CoO0TBETCTBYIOT

CooTtBercTBYyET

CootBercTBYyET

IpucyrctByer

3. IIpo3pavHOCTh

JlomkeH ObITh Po3pauHbIM (I'D PD*)

IIpo3paunsbiii

4. pH

Ot 6,5 10 8,0 (T® PO*, NOTEHLIMOMETPUIECKH)

7,8

5. MexaHUYeCKHE BKITIOYEHHS:
- BUOUMBIC MECXaHH4YCCKHE
BKJIFOYCHHUA

JlomkeH COOTBETCTBOBATh TPEOOBAHUAM
(T'® PO*, BU3yabHBI METOL)
Cpennee umcno yactui pasmepom 10 MkM u Golee He JOKHO

CootBercTByeT

10 MkM u 6ostee — 45

(N-metmnrmokamuna) (Turpumerpus, ['® Pd*)

. nperrimatre 6000 B 0qHOM aM JIE, CPEOHEE YHCJIO YaCTH a3MEpPOM 11a aMITyJT

;:ﬁ;ﬁiﬁgle MR 12\42 en:gﬂm ;4)60nce He LlolJIDKHO nplgmmagbioo B OHOM aMﬂleIxep (ro Ppcb*, 25 M::x ;lM?I(z),J;Ee -3
6. PoncTBeHHBIe MpuMecH Envnnynas HenaeHTHOUIMPOBaHHAS IPUMECH — Mesnee 0,10

He 6onee 0,20 % (BOXKX, I'd PD*)

Cymma npumeceii — He 6onee 0,50 % (BDXKX, I'D Pd*) Menee 0,10
7. U3Bnexaemelii 00bEM, M1 He mMeHee HomuHanbHOTO (I'D PD*) 2,1
8. bakrepuanbHbIe 3HIOTOKCHHEI, IIpenenbHoe comepxanue Menee 0,5
ED/Mr akpuIOHYKCYCHOM KMCIOTBI He 6osee 0,5 (TP PO*, meton A)
9. CTepuiibHOCTD JlomxeH OBbITh CTEPHIBHBIM CrepuibHBIM

(T'® PO*, MeTON MPAMOTO MOCEBA) Cepus Bhimyiiena o napaMeTpam
10. KonuyecTBeHHOE OTIpenelieHre Ot 118 g0 131 mr/mn CisHj1NOs 126
(axpunoHyKCYCHO# KuC0ThI) (BOXKX, I'D PD*)
Ut &/ mo 1Ub mr/mn U7H17NUs 93

11. YnakoBka

ITo 2 M1 B aMITyIBI U3 KOPUYHEBOTO CTEKIIA.

Ha ammyry Hak/IeHBaIOT 3THKETKY CAMOKJIESALIYIOCS.

TV 3 aMityJl HOMELLAKT B KOHTYPHYIO A4EHKOBYIO yaKOBKY
U3 IUIEHKH NOMMBUHUIXIOPUIHON. KOHTYpHYIO sueiikoByro
YIaKOBKY TEPMOCKJICHBAIOT C INIEHKOHM MMOKPOBHOM UK
($o1broi aTIOMUHHUEBOMN HIIM OCTABJISAIOT OTKPBITOM.

1 KOHTYpPHYIO SYEHKOBYIO YIIAaKOBKY BMECTE C HHCTPYKIHUEH
110 MEAUMHCKOMY NIPUMEHEHHUIO IOMELIAIOT B MA4Ky U3
KapTOHa.

Jl71s1 KOHTPOJIS IEPBOTO BCKPHITHS GOKOBBIE KJIanaHbl TAYKU
MOTYT ObITh 3aKJIEEHBI ATHKETKAMH.

ITo 2 M B ammyJiax u3
KOPHYHEBOTO CTEKJIa.

Ha amMmyny HAKTeEHA ATHKETKA
CaMOKJIesLIasCs.

5 aMIyJ1 TOMEILEHBI B
KOHTYDHYIO SYEHKOBYIO
YNAKOBKY U3 IUIEHKH
TOJIMBHHUIXJIOPHJHOM.
KoHTypHas s4eiikoBas ynakoBka
TEPMOCKJIEEHA

C TIEHKOH NOKPOBHOIA.

1 KOHTYpHas sueiKkoBas
YNaKoBKa BMECTE C
HUHCTPYKLHUEH 110 TPUMEHEHUIO
MOMEILEHA B NaYKy M3 KapTOHA.
Tpe6osanus H]I k ynakoske
COOMIOAEHBI.

HHC-K0-2000-0160 «KoHTpois mpousseneHHol mpoaykiuu», sepcust 10. Jlara seenenus: 10.03.2021




2

3

12. MapkupoBka

1) IlepBuyHas ynakoBkKa.

Ha amMmnynax Ha caMOKJIesAIEencs STUKETKE YKa3bIBalOT:
TOBApHBIH 3HaK MPOU3BOAUTEILSA, TOPrOBOE
HalMEHOBaHME JIEKaPCTBEHHOT'O Mpemnapara ¢
npeaynpeInuTeNsHOM MapKUpOBKOH ®, KOHLEHTPALIUIO
B MI/MJ1, 00BbEM B MUJUTMIIUTPaX, HOMEP CEPHH, CPOK
TOJHOCTH, JIEKapCTBEHHYIO (opMmy.

2) [IpomexyTO4YHAs! yIAKOBKA.

Ha niénke mokpoBHOM WK (Gosbre aTlOMUHUEBOM
yKa3bIBAIOT: TOBApHBIN 3HAaK Mpou3BoauTens. Ha
KOHTYPHOI1 T4eKOBOW yNaKOBKe, CKIEEHHOMH ¢
($ombroii aMFOMMHUEBOM, HOMOJHUTEIBHO YKa3hIBAIOT
1I0MOp OOpHII I OPOIt FOAIIOCTIL.

3) BropuuHasi ynakoBka.

Ha navxe yka3pIBaloT: HAIMEHOBAHUE NIPOU3BOAUTENS,
€ro TOBapHbIii 3HaK, azapec, Tel./(pakc, TOproBoe
HarMEeHOBaHME JIEKApCTBEHHOTO Mpemnapara ¢
npenynpeAuTeNbHON MapKUPOBKOH ®,
rPYNNUPOBOYHOE HAMMEHOBAHHUE JIEKAPCTBEHHOIO
npernapara, JeKapCTBEHHYI0 (OpMYy, KOHLIEHTPALIHIO B
Mr/MI1, 00bEM Mpenapara B MULTWINTPaxX, COCTaB €
yKa3aHHeM HauMEHOBaHMS U KOJIMYECTBA
JIEMCTBYIOLIEro ¥ BCIIOMOIaTeIbHOIO BELECTB,
ycnoBus XxpaHeHus, «[[pUMeHATh 110 Ha3HAYEHMIO
Bpauay, «XpaHUTh B HEJOCTYIIHOM I AeTel MecTe!»,
«CTEPUJIbHO», ycnoBus OTIycKa, CIOCO0
NPUMEHEHHs], HOMEP PETHCTPALIMOHHOTO
yIOCTOBEPEHHS, HOMEP CEpUH, CPOK TOTHOCTH,
KOJIMYECTBO aMIyJl B YIIaKOBKe, INTPHX0BOH kog EAN-
13, papmakon (pharmacode), rpadudeckoe

u300paxkeHre aMITyJibl K, TOTIONHUTEIbHBIE HAAIUCH:
MUKTOTPaMMBl, pacuIn(poBKa MUKTOrPaMM
«@®nexapcreennas popma JKUJIKA SI»,

«alm CTIOCOG npumenennss BHYTPHUBEHHOV,

«ma crioco6 npumenennss BHY TPUMBILLIEYHO»,

«u | papmaxorepanepTuyeckas rpynna [TIPOYME
HUMMVYHOCTUMYIJIATOPBI». lonyckaeTcs
HaHEeCEeHHe CPEACTB NICHTH(HUKALMY AT CUCTEMBI
MOHHMTOPHHTA IBWKEHUS JIEKApCTBEHHBIX IPENapaToB.

1) INepBuuHas ynakoBka.

Ha amnynax Ha camokiesmencs
ITHKETKE yKa3aHbl: TOBaDHBIH 3HaK
NPOU3BOJMTEIISA, TOPTOBOE
HaHMEHOBAHHE JIEKAPCTBEHHOTO
npenapara ¢ npeaynpeIuTeTbHOH
MapKHUpPOBKOH ®, KOHLIEHTpaLKs B
MI/MJ1, 00bEM B MHJUTHJIUTpAX,
HOMep CEPHH, CPOK TOTHOCTH,
nekapcTBeHHas GopMa.

2) I P yTOYHast Yy Ka.
Ha nnénke NOKpOBHOM yKa3aHbl:
TOBapHBI# 3HAaK NPOU3BOAUTEIIS.

3) BropuuHas ynakoBka.

Ha nadke yka3aHsl: HAUMEHOBaHHE
MPOM3BOJHTENS, €r0 TOBAPHBIH
3HaK, aapec, Ten./dakc, Toprosoe
HaMMEHOBAHHE JIEKAPCTBEHHOTO
npenapara ¢ npeaynpeanTenbHON
MapKHPOBKOH ®, rpyNImHpPOBOYHOE
HAaNMEHOBAHHE JIEKapPCTBEHHOTO
npemnapara, JiekapcTeeHHas gopma,
KOHLIEHTpALMA B MI/MJI, 00BEM
npenapara B MHJUTHJINTpPaX, COCTaB
C yKa3aHHeM HaMMEHOBAHMSA U
KOJIHYECTBA ACHCTBYIOIIETO H
BCIIOMOTaTEIbHOTO BEILECTB,
ycnosust xpaHeHus, «[IpuMeHATh
0 HA3HAYEHHIO BPayay», «XpaHATh
B HEIOCTYITHOM JUTA JeTeit
mecte!», « CTEPUJIBHO»,
YCJIOBHA OTIYCKa, COCO0
NPHMEHEeHHs, HOMEp
PErHCTPaLMOHHOTO
YIOCTOBEPEHHs, HOMEDP CEPHH,
CPOK F'OJJHOCTH, KOJTHYECTBO
aMITyNT B YNIaKOBKe, INTPHXOBOH
kox EAN-13, dapmakon
(pharmacode), rpaduueckoe

H300paXkeHHe aMITyJIbl
JIOTIONHUTEIIbHBIE HA/IMHCH:
MHAKTOrPaMMBI, pacinpoBka
MHKTOTPaMM

«nekapcreHHast popma JKHUIKAS»,

«cnoco6 npumenenns BHYTPUBEHHO»,

«cnoco6 npumenerns BHYTPUMBILLEYHO»,

«(papMakoTepanesTHIECKas rpynna
TTPOYHME UMMYHOCTHUMYJIATOPBI».

Haneceno cpeactso
HUACHTHOUKALMH U CHCTEMBI
MOHHTOPHHT'A JBH)KEHHS
JIeKapCTBEHHBIX NPENapaToB.

13. Xpauenue

B 3ammIméHHOM OT CBeTa MecTe MpH Temieparype ot 0
1o 25 °C.

B 3amMméHHOM OT CBeTa
MecTe npu Temmneparype ot 0
10 25 °C.

14. Cpok roqHOCTH

5 ner

5 ner

* - neiictByrouiee u3nanue ['ocynapcrBeHnoi ®@apmakonen Poccuiickoi ®enepauyun
3akmoyeHue: cootBercTByeT TpeboBanusam HJ[ P N001049/03-091118, u3m. Ne 1

Jara Bbigauun nacnopra: 14.12.2021

3aBenyromuii KAHJI
Hauaneank OKK

/I[HpeKTop 10 KaYeCTBY

Cpok rognocts no: 11 2026
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