VHTennexkT Ha sawmte
370pOBbS

® noJin

IIpenapar:

125 mr/ma
Cepus: 271121
®opma BeITyCKa:
Kommaectro: 44886 ym.

OBLUIECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMYECKAA ®APMALIEEBTUYECKAS OUPMA «MOJIMCAH»

Ananutnyeckuii nacmopr Ne 1220

(ammyna) 2 M1 X 5 (mavka KapTOHHas)

Jlata usroroBnenus: Hosi6pb 2021 r.

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

HUKJIO®EPOH® pacTBop 1 BHYTPHREHHOTO W RHYTPUMAINIEYHOr0 BBeAeHHS

P N001049/03

IToka3zaTenn TpedoBanust HJ P N001049/03-091118, n3m. Ne 1 JlaHHble aHaIM3a
1 2 3
1. Onucanme ITpo3payHast KHUAKOCTH XKEITOTO LBETA ITpo3pauHas KUIKOCTH

(BusyanbHblit MeTon, ['® PD¥)

KEJITOrO LIBETA

2. [loaTMHHOCTS:
- aKpHIOHYKCYCHAs KHCIIOTa

- COCIMHEHHS1 aKpUAOHOBOIO psijga

- MEMTIOMHH
(N-mMeTunriokaMuH)

CrekTpsl MOINOMIEHHS  HMCIBITYEMOTO pacTBOpa M pacTBOpa
cpaBHeHus (b) B obmactu ot 340 mo 450 HM JOKHBI MMETh
MakCMMyMbl M MHHHUMYMBI TIpH OJHHX M TeX € JUIMHAX BOJH
(CnextpooTomeTpust B yasTpadHONETOBONH W BHUAMMOM 061acTAX,
I'd PO*)

Bpems  ynepxuBaHHA OCHOBHOTO MHMKa HAa XpoMaTorpamMme
HCTIBITYEMOTO PacTBOpa, NPHUIOTOBJIIEHHOTO VIS KOJHYECTBEHHOTO
OMNpEJCNICHHUs], JOIDKHO COOTBETCTBOBATh BPEMEHH YIEP)KUBAHHA
OCHOBHOTO MHMKa Ha XpOMaTorpaMMe pactBopa cpasHenus (b)
(BOXX, ' PD*)

HcneiTyemslit  pacTBOp, MPUIOTOBJIEHHBIH S KOMHYECTBEHHOTO
OIpeieTIeHus, HMeeT XapaKTepHYIO (HoneToBO-cHHIOI
JIIOMHHECLICHLIUIO

(BusyansHslii Metoa, ['® PO*)

TITHO PO30BaTO-OPaHKEBOrO LIBETA METIIOMHUHA HA XPOMATOrpaMMe
HCMBITYEMOr0 pacTBOpa MO IOJNIOXKEHHIO, OKPAacke M BEIMYHHE
JIOJDKHO COOTBETCTBOBATH MATHY

METIIOMHMHA Ha XpPOMATOrpaMMe pacTBOpa CpaBHEHHs

(TCX, T'D PO*)

CooTBeTCTBYIOT

CootBercTBYET

CootBeTcTBYET

ITpucytcTByer

3. IIpo3payHocTh

JloinkeH ObITh po3payHeiM (D PD¥)

IIpo3paunslii

4.pH

Or 6,5 10 8,0 (I'P Pd*, IOTEHIHOMETPHYECKH)

7,8

5. MexaHWYeCcKre BKIFOYEHUS:
- BUJMIMBIE MeXaHW4YEeCKHe
BKITIOYEHHSA

Jlo/keH COOTBETCTBOBATH TPEGOBAHUAM
(I'd PO*, BU3yasbHBIN METON)
Cpennee yucno yactuu pasmepoM 10 MkM M Gonee He JOKHO

CoorsercrByer

10 MM u 6onee — 1409

- HEBHIMMbIE MEXaHHUECKHE npesbimars 6000 B 0HOM amITysie, CpeIHEe YHCIIO YaCTHI] pa3MepOM Ha aMrryny

25 mxm 1 Gonee 11e ospiaio npepuimars 600 b oauoii ammyinc (O PO, 25 MxM m Gonee = 16
BKIIIOYCHHA Merox 1) Ha aMnyJay
6. PoncTeeHHble npumecH Envnnynas HeuaeHTUGUIMPOBaHHASA NPUMECH — Menee 0,10

He 6onee 0,20 % (BOXX, I'D PO*)

Cymma npumeceii — e 6onee 0,50 % (BOXX, D PO*) Megree 0,10
7. 3BnekaeMslii 00bEM, MIT He Menee HoMMHaNBHOTO (T'D PD¥) 2,1
8. bakTepualibHbIEe 3HIOTOKCHHBI, IIpenensHOE coneprkanue Mesree 0,5
ED/Mr akpuI0HyKCYyCHOM KMCIOTBI He 6ozee 0,5 (T'® PO*, meton A)
9. CrepunbHOCTh Jlo/mkeH ObITh CTEPUITBHBIM CrepunbHbIi

(I'® PO*, METOA HPSIMOTO MOCEBA) Cepus BrmyILeHta 10 napaveTpam
10. KonnuecTBeHHOE OmIpesieieHe Ot 118 mo 131 mr/mn CisH;1NO3 122
(axpHIOHYKCYCHOM KUCIOTHI) (BIXKX, I'd Pd*)
Ot 87 o 106 mr/ma C7H;7NOs 92

(N-merunrmokamuna) (Tutpumerpus, TO PO*)

11. YnakoBka

ITo 2 M1 B aMIyJibl U3 KOPUYHEBOI'O CTEKIIA.

Ha ammy sty Hak/IeMBarOT 3THKETKY CaMOKJIESLIYIOCS.

ITo 5 ammy:1 NOMEIIAIOT B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY
U3 IUIEHKH NOJMBHHWIXJIOpUIHON. KoHTYpHYIO stuelikoByro
YIaKOBKY TCPMOCKJICHBAIOT C IJIEHKOH IIOKPOBHOH MU
(obroit aMIOMUHHEBOM I OCTABIISIOT OTKPHITOIA.

1 KOHTYpHYIO SUEHKOBYIO YIAKOBKY BMECTE C HHCTPYKIMEH
110 MEAUIIMHCKOMY NPUMEHCHHIO MTOMEMAIOT B MAYKy U3
KapToHa.

Jli1s KOHTPOJIS IEPBOTO BCKPBITHS GOKOBBIE KIaNaHbl MAYKH
MOTYT OBbITh 3aKJIECHBI 3THKETKAMH.

Ilo 2 mn B ammynax u3
KOPHYHEBOT'O CTEKJIA.

Ha ammyJry HaksieeHa 3THKeTKa
CcaMOKJIesIascs.

5 ammyJs NOMEILEHb! B
KOHTYPHYIO SI4EHKOBYIO
YNaKOBKY U3 IUIEHKH
NOJIMBUHUIIXJIOPHTHOM.
KonTypHas sueiikoBas ymakoBka
TEPMOCKJIEEHA

C MJIEHKOM MOKPOBHOIA.

1 KOHTypHas s4eiikoBas
YNakoBKa BMECTE C
MHCTPYKLMEH 10 TPUMEHEHUIO
MOMEILEHA B NA4YKy U3 KapTOHa.
Tpeforawus HJI k ynakoske
COOMONEHbI.
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1?7 Mapkvporka

1) ITepBuyHas yNaKoOBKA.

Ha ammynax Ha caMOKNesIIIecs: 3THKETKE YKa3bIBaKOT:
TOBapHBIN 3HaK MPOU3BOIUTEIISA, TOPrOBOE
HaMMEHOBaHHUE JIEKapCTBEHHOIO IIpemnapara ¢
nperynpeTuTebHON MapKUPOBKOI ®, KOHIIEHTPALMIO
B MI/MJI, 00bEM B MIJUTHIMTPaX, HOMEpP CEPUH, CPOK
rOJJHOCTH, JIEKAPCTBEHHYIO (GopMy.

2) ITpomesxkyToyHasl yIaKOBKa.

Ha nnénke mokpoBHO# MK (oJbre allOMUHUEBON
YKa3bIBaIOT: TOBapHbIN 3HaK nMpousBoaurens. Ha
KOHTYPHOM s4eiiKOBOM YIIaKOBKE, CKIEEHHOI ¢
(bonbroii amOMIHUEBOH, JOMOJHUTENBHO YKa3bIBAOT
HOMEp CEpHH U CPOK FOTHOCTH.

3) BropuuHasi ynakoBKka.

Ha nmauke yka3pIBatoT: HAUMEHOBAaHHE MMPOU3BOAUTEIS,
€ro TOBapHBI 3HAK, aJipec, Tel./pakc, ToproBoe
HaVMEHOBaHME JIEKapCTBEHHOTO Mperapara ¢
NpeaynpeAuTeIbHOI MapKUPOBKOi ®,
rpyNNHUPOBOYHOE HANMEHOBAHHUE JIEKAPCTBEHHOTIO
npenapara, JeKapcTBEHHYIO (opMy, KOHLIEHTPALUIO B
Mr/mi, 00bEM npenapaTa B MIWLIWIMTPAX, COCTaB €
yKa3aHHeM HaMEHOBaHHMSA M KOJIMYECTBA
JEHCTBYIOLIETO U BCIOMOTaTEIbHOTO BELIECTB,
yCIIOBHS XpaHeHHs1, «[I[pUMEeHATH 0 Ha3HAYEHHIO
Bpayay, «XpaHUTh B HEAOCTYIHOM Ul AeTel MecTe!»,
«CTEPUJIBHO», ycnoBus oTITycKa, Crocoo
NPUMEHEHHs, HOMEP PETHCTPAllMOHHOTO
yIOCTOBEPEHHS, HOMEP CEPUH, CPOK FOIHOCTH,
KOJIMYECTBO aMITyJI B yITaKOBKe, IITpUX0Boi kox EAN-
13, dpapmakon (pharmacode), rpapudeckoe

u3o0paxeHue amiryJisl i, JONONHUTENbHBIE HAAMUCH:
NHUKTOTPaMMBI, pacliu(ppoBKa MUKTOrpaMM
«@®nexapcreennas popma KUIKAS»,

«ulm c110c06 TIpuMenernst BHY TPUBEHHO,

«mat crioco0 npumenenrss BHY TPUMBIILIEYHO»,

«u I papmaxorepanesTuueckas rpynna [IPOUUE
NMMVHOCTUMVIIATOPBI». lomyckaetcs
HaHEeCEHHE CPEACTB UAECHTU(GUKALUYI I CUCTEMBI
MOHMTOPHHTA JIBW)KEHUS IEKApPCTBEHHBIX NpeNapaToB.

1) Ilepsuynas ynakonka.

Ha ammynay ma camMnxesmetics
STHUKETKE YKa3aHbl: TOBAPHBIH 3HAK
TIPOM3BOMUTENSA, TOPrOBOE
HaUMEHOBAHHE JIEKAPCTBEHHOTO
Tpenapara ¢ npeAynpeIuTenbHOR
MapKUPOBKO#H ®, KOHLIEHTPALHA B
Mr/MI1, 00bEM B MHJUTHIIMTPAX,
HOMEp CEPHH, CPOK TOTHOCTH,
nexkapcTBeHHas popma.

2) IIpomerkyTOuHAsi yMaKOBKa.
Ha niéHke noKpoBHOM yKa3aHbI:
TOBAPHBIH 3HAK MPOU3BOAMTENS.

3) Bropuynas ynakoBka.

Ha mauke YKa3aHbl: HAUMEHOBAHHE
MPOU3BOJUTEIIA, ET0 TOBAPHBIH
3HaK, ajpec, Tel./(akc, TOproBoe
HaHMMEHOBAHHE JIEKAPCTBEHHOTO
npemnapara ¢ npeaynpeanTenbHOR
MapKHpPOBKO# ®, rpyImHpOBOYHOE
HaUMEHOBAHHE JIEKAPCTBEHHOTO
npemnapara, JiekapcTBeHHas popma,
KOHLIEHTPALHS B MI/MJI, 06BEM
Tpenapara B MHJUTHIHTPaX, COCTaB
C yKa3aHHEM HaHMEHOBAHHA U
KOJIMYECTBA JEHCTBYIOLIErO U
BCIIOMOTaTENIbHOTO BEIECTB,
ycnoBus XpaHenus, «[[puMeHATH
N0 HAa3HAYEHHIO Bpa4a», «XpaHUTh
B HEJOCTYITHOM JUIA feTei
mecre!», «KCTEPUJIBHO»,
YCIIOBHS OTITYCKa, CIOCO0
NIPUMEHEHHUs, HOMEp
PETHCTPAIIHOHHOTO
YAOCTOBEPEHHS, HOMEP CEePHH,
CPOK FOTHOCTH, KOJIHYECTBO
aMIyJ1 B YNIaKOBKe, IUTPUXOBOK
kox EAN-13, dapmakon
(pharmacode), rpaduueckoe

n300paXKeHHe aMITy Tl
JIOTIOJTHATE/IbHBIE HANIIHCH:
MHKTOrPaMMBl, paciindpoBKa
MHKTOrPaMM

«nekapcrenHas popma XKHUIKAS»,

«cnocod npumenenns BHYTPUBEHHO»,

«cnocob npumererns BHY TPUMBIIIEYHO»,

«(apmakoTepaneBTHIECKas Tpynna
TIPOYHE UMM YHOCTHMYJISITOPBI».

HaneceHo cpencto
UAeHTHUKALMH [UIS CHCTEMBI
MOHUTOPHHTA IBHXCHHUS
JIEKapCTBEHHBIX MPEMapaToB.

13. Xpanenue

B 3amuméHHoM OT cBeTa MecTe pHU TemmnepaType ot 0
1o 25 °C.

B 3amuméHHOM OT CBeTa
Mecte npu Temneparype ot 0
n0 25 °C.

14. Cpok rogHoCTH

5 ner

5 ner

* - neiictByrouiee u3nanue I'ocynapcrBennoi ®@apmakonen Poccuiickoiit @enepayu
3akmodeHue: coorBeTcTByeT TpeboBanusm HJT P N001049/03-091118, uzm. Ne 1

Jara Bpimaun nacnopra: 16.12.2021

3aseayromuii KAHJI

Havaneuuk OKK

/ JTUpeKTOp MO KayecTBy

Cpok rogrocTa f0: 11 2026
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