WHTennexT Ha 3awmre OBLLECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbHO
3AOPOBbA «HAYYHO-TEXHO/IOTMYECKAS ®APMALIEBTUYECKAS ®UPMA «MOJIMCAH-
192102, Cankr-MeTepbypr, yn. Canosa, 72, Kopn.2, UT.A,
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AnaJHTHYecKHii macnopr Ne 1270
IIpenapar: IUTO®JIABHUH®, pacTBop A5t BHyTPHBEHHOI0 BBeIeHHS

Cepusi: 15621221 P N003135/01
®opma BeITyCKa: (ammyna) 10 M1 x 10 (mauka KapToHHas)
Konuuectso: 2936 ym.

Hata u3rotoBnenus: aexabps 2021 r.
JaHHbIe aHAIH3a

IToxka3arean Tpebopanns H/I P N003135/01-220319, u3m. Jlannbie
Ne 1, m3m. Ne 2, uzm. Ne 3, u3m. Ne 4 aHaJIN3a
1 2 3
1. Onucaune [Ipo3pauHas »HAKOCTH *ENTOrO 1BETA ITpo3payHas XUIKOCTH
(BusyaneHbliii Merox, I'® PO XEJITOro 11BETa

2. IToAnMHHOCTB:

- pubodnaBuHa docdar HaTpHs CriekTp nornomeH s HCIBITYEMOTO pacTBopa, CootsercTyer
TIPUTOTOBJIEHHOTO JUIS1 KOJIMYECTBEHHOTO OMNpENeNeHuns,

TIOJTYYEHHBIH Ha CNEKTPOGOTOMETPE B KIOBETE C TOJIIMHOM CI0S

10 MM B o6nacTy ot 300 10 550 HM JOIDKEH HMETH MAKCHMYMBI

1pH (445+2) um 1 npu (373+2) uM (CniektpodoTomeTps)

Ha xpomartorpaMmax HCIIbITYeMOro pacTBOpa J0JDKHBI

TIPHCYTCTBOBATH JIBA OCHOBHBIX MTHKA, COOTBETCTBYIONIMX 110

- SHTapHasA KUCJIOTa BpEMCHAM YIEp)KMBAHUs NMHKaM MHO3WHA U HUKOTHHAMHU1a

- MELJIIOMUH (cnekTpodoTOMETpHUIECKOE AETEKTUPOBaHHE NPH 254 HM), H CoOTBETCTBYIOT

JIBa OCHOBHBIX MK, COOTBETCTBYIOLIMX 110 BpEMEHAM

= MHOSHH YACp)KUBAHHUA ITHKaAM xﬂ'rapuoﬁ KHCJIOTBI U METIIOMHHA

- HUKOTHHaMHuJ (pedpaKTOMETPHYECKOE NETEKTHPOBAHHE), HA XPOMATOrpaMMax
pacTBopa cpaBHeHus (a) (BOXKX)

3. IIpo3payHoCTh Homxken 66T Tpo3paunsiM (I'D PO*) ITpo3paunsiii

4. pH Ot 6,0 10 7,0 (F'® PO", noteHuMoMeTpHUecKH) 6,7

5. U3BnekaeMslii 00bEM, MIT He Menee HoMuHansHoro (I'd PO*) 10,0

6. MexaHH4ecKHe BKIIIOUEHHS

- BHIMMBIE MEXAHHYECKHE BKIIOYEHHS Jlo/mkeH COOTBETCTBOBATH TPEGOBAHUAM CooTtBeTcTBYET
(C'® PO’, BusyanbHlii)

- HCBUJUMBIC MCXAHUYECKHE BKIIIOYCHHSA Cpennee uncno yactu pasMepoM 10 MM 1 6oJiee HE TODKHO 10 MM 1 Gonee — 163
npesbinate 6000 B 01HOI aMmysie, a cpeIHee YHCIIO YaCTHIL Ha aMIyny
pasmepoMm 25 MKM U Gosee He TOIDKHO mpeBbimaTh 600 B 0QHOM 25 MKkM H Gonee — 5
amnyne (F® PO*, meton 1) Ha ammyJy

7. PonCTBEHHbIE IPUMECH:

- THNIOKCaHTHH, TYaHO3HH CymmapHoe conepxanue He 6omee 3,0 % ot 0,4
HOMHUHAJIBHOT'O COAEPXaHUs MHO3MHA (B3XKX)

- HIKOTUHOBAas KHCJIOTa He 6onee 3,0 % 0T HOMHHAIBLHOTO CcolepXKaHUs 0,1
HHUKOTHHaAMHU 1A (BIXKX)

- HEMICHTU(ULIUPOBAHHbIE IPUMECH CyMMapHoOe conepkaHuie OT CyMMBI IUIOIIAAe 0,08

NMMKOB HUKOTUHAMMJIA U HHO3MHA HE JOJIKHO
npesblmath 2,0 % (B3XX)

- moMuGnaBuH He 6onee 0,20 % 0T HOMHHAIBHOTO CONEPKAHUS 0
puGo¢nasuHa poctarta HATPHS (BIKX)

8. baktepualbHBIE SHIOTOKCHHBI IIpenensHoe conepxanue He Gonee 17,5 ED/mn Memnee 17,5

(D ", meiun A)
9. CTepuIbHOCTH Jlo/KkeH OBITH CTEPUIEHBIM CrepuibHBIi
(I'D PO’, MeTox MeMOpanHO# (HIBTPALIHHN)

10. KonnuecTBeHHOE OnpenesieHre ot 0,0018 10 0,0022 r/mn Ci7H20N4NaQoP 0,0019
(pubodnaBuHa pocdara Hapus)
(Cnexrpodoromerpus)
ot 0,090 10 0,110 r/mMa CsHeO4 0,099
(aHTapHOH KucnoTer) (BOXKX)
ot 0,1485 1o 0,1815 r/ma C7H17NOs 0,1627
(MermomuHa) (BDXX)
ot 0,0180 mo 0,0220 r/mn C10H12N4Os 0,0196
(uHO3uHa) (BOXX)
ot 0,0090 mo 0,0110 r/mi CsHeN20 0,0099
(uuxoruHamMuza) (BOXX)
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11. YmakoBka

[To 10 Mx B amITyJ1bl KOPUYHEBOI'O CTEKIIA.

Ha aMnyny HakJIEHBalOT 3TUKETKY CaMOKJIESLIYIOCS.

ITo 5 ammyn moMeniarT B KOHTYPHYIO SYEHKOBYIO
YIIaKOBKY U3 TUIEHKM nonuMepHo#. I(oHTypHy10
S4YEMKOBYIO YIIaKOBKY TEPMOCKJIEHBAIOT C IIEHKOM
TOKPOBHO# WK (OJIbrOH aTIOMUHHEBOM, WIIM OCTABJIAIOT
OTKPBITOM.

1 unu 2 KOHTYpHbIE SYEHKOBBIE YTTAKOBKHM BMECTE C
HHCTPYKUHUEH 10 TPMMEHEHHIO NIOMEILAIOT B KAPTOHHYIO
NayKy.

J1ist KOHTPOJIS IEPBOTO BCKPBITHS OOKOBBIE KiIallaHbI
Ma4yKH MOTYT OBITh 3aKJIEEHBI C JIBYX CTOPOH 3THKETKaMM
WJIH TEPMOCKJIEEHBI.

ITo 10 ma B ammynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny nakneena
ITHKETKA CAaMOKJIEAINAACA.
Tlo 5 amMmyn NOMCILCHHI B
KOHTYPHYIO SUEHKOBYIO
YNaKOBKY U3 IUIEHKH
nomuMepHoH. KonTyphas
sAYeiKkoBas yrnakoBKa
TEPMOCKJIEEHA C TUIEHKOH
TIOKPOBHOH.

2 KOHTYPHBIX T4EHKOBBIX
YNaKOBKH BMECTE €
HHCTPYKUHEH no
NPUMEHEHHIO IOMEILEHbI B
KapTOHHYIO MauKy.

12. MapkupoBKa

1) [lepBHuHas ynakoBKa

Ha amnynax Ha caMOKJIESILEHCA ITHKETKE YKa3bIBaKOT:
TOBapHbIH 3HaK MPOU3BOAHTEIS, TOPrOBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO Npernapara ¢ npeaynpeanTeTbHOM
MapKUpoBKOii ®, 00bEM B MUJUTHIIMTPAX, COAEPHKAHUE
JEACTBYIOIIMX BEIIECTB, HOMEP CEPUH, CPOK NOJIHOCTH,
JIeKapCTBEHHYIO HOpMY, J0IyCKaeTCcs HaHeceHHe papmakoaa
WJIH TEXHOJIOTHYECKOH METKH.

Ha ammnynax fomyckaeTcst HATHUHE LBETHBIX KOJIELL.

2) [IpomexkyTo4HAasi yNAKOBKA

Ha nnéHke noKpoBHOM YKa3bIBalOT TOBAapHbIH 3HaK
npousBoauTens. Ha ¢onbre amoMHHHEBOH yKa3bIBAIOT:
TOBApPHBIH 3HAK MPOM3BOIMUTEIIS, HOMEP CEPHH, CPOK FOJHOCTH.
3) BropuyHas ynakoBka

Ha nauke yka3blBalOT: HANMEHOBAHHE NPOM3BOUTENS, €TI0
TOBapHBIH 3HaK, aapec, Tei./hakc, TOpropoe ¢
npeAynpeauTebHON MapKUpOBKoH ® M rpynnupoBOYHOE
HANMEHOBAHMA JIEKAPCTBEHHOTO MPEMNApara, J€KapCTBEHHYIO
(opMy, 06BEM npenapaTa B MULTHINTPAX, COCTaB, yCIOBHUs
xpaHenus, «[ [pUMEHATH N0 Ha3HAYEHHIO Bpauay», «XpaHUThb B
HezmoctynHoM s aereit mecte!», «CTEPUJIBHO», ycnosus
OTITyCKa, CIoco6 NMPUMEHEHHUs, HOMEP PETUCTPALMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK FOJHOCTH, KOJIMYECTBO
aMIIyJ1 B yakoBke, ItpuxoBoi kog EAN-13, dpapmakon

(pharmacode), rpaduueckoe n3o6parkeHre aMimysisl K,
MHKTOrPaMMBbl, paciin(poBka MUKTOrpamMm

«. nekapctBeHHas ¢opma PACTBOP JIA
BHYTPUBEHHOI'O BBEJIEHH1»,

« : cnoco6 npumenenns BHYTPUBEHHO KATIEJIBHO B
PA3BEJIEHHW»,
.s

« % shapmakotepanesTiueckas rpynna [IPOYHE
TIPETTAPATBI JIJ151 JIEYEHUS 3ABOJIEBAHHIA HEPBHOM
CHUCTEMBbI».

TIOMYCKAETCA HAHECEHHE CPEACTB HACHTHONKALMH U1 CHCTEMBI
MOHHMTOPHHIA JIBI)KEHHUS JIEKapCTBEHHbIX NPENapaToB.

1) IepBuunas ynakoBka.

Ha ammynax Ha caMokJieseiics
ITHUKETKE YKa3aHbl: TOBAPHBIH 3HaK
NpPOM3BOJIMTEISA, TOProBOE
HaHMEHOBaHHeE JIEKAPCTBEHHOTO
npenapara ¢ npeaynpeauTeTbHOR
MapKHpOBKo#i ®, 06bEM B
MHJUTHIIHTPAX, CONEPIKaHHe
NIeHCTBYIOLIMX BEIUECTB, HOMEP
CEpHH, CPOK TOIHOCTH,
niexapcTBeHHas popma.

2) IlpoMexyTO4Has YaKOBKa.

Ha nnénke NokpoBHOH ykaszaH
TOBapHbIH 3HAK POH3BOAMTENA.

3) BropuuiHas ynakoska

Ha nauke yka3aHbl: HAWMEHOBaHHE
NPOM3BOIMTENSA, €r0 TOBAPHBIH
3HaK, aapec, Tejl./(akc, ToproBoe ¢
npeaynpeanTeNbHOH MapKHPOBKOH
® M rpynnupoBOYHOE
HaWMEHOBaHMsl IEKAPCTBEHHOTO
npenapara, JekapcTBeHHasi popma,
06béM npenapaTa B MHJUIHIHTPAX,
COCTaB, YCIOBHsI XpaHEHHH,
«[IpUMEHSTb 10 HA3HAYEHHIO
Bpayay», «XpaHHTb B HENOCTYITHOM
Juist ieteit mecre!»,
«CTEPHUJIBHO», ycnoBus
OTIyCKa, CIocob NpHMeHeH!s,
HOMep CEPHH, CPOK TOIHOCTH,
KOJIMYECTBO aMIyJl B YTaKOBKE,
wrrpuxoBoi kon EAN-13,
(apmaxon (pharmacode),
rpaduueckoe u3obpakenune

ammybl ‘ MIHKTOrPaMMBI,
pacundpoBKa MUKTOrpaMm

« nexapcTBeHHas opma
PACTBOP /IS
BHYTPUBEHHOI'O
BBEJIEHU S,

« : €noco6 NpuMeHeHust
BHYTPUBEHHO KAIIEJIbHO B
PA3BEJJEHUWN»,

« . :cbapmaxmepanenuqecxax
rpynna ITPOYME ITPEITAPATBI
1A JIEYE .
3ABOJIEBAHMHU HEPBHOU
CHUCTEMBI».

Hanecenne cpencrso
HMAEHTHOUKALMH JUIS CHCTEMbI
MOHHTODHHI JBIKEHHA

JIEKApCTBEHHBIX TOB.

13. Xpanenue

B 3alIMIIEHHOM OT CBETa MECTE MPHU TEMIIEpaType He
Beime 25 °C.

B 3amMmieHHOM OT cBeTa
MecTe NpH TeMIepaTrype He
Boimre 25 °C.

14. Cpok rogHOCTH

2rona

2 rona

* neiictByrolee u3nanue I'ocynapcrseHHoi @apmaxonen Poccutickoii ®enepaunu

3akmouenue: coorBeTcTByeT TpeboBanusm HJT P N003135/01-220319, uzm. Ne 1, uzm. Ne 2,

u3M. Ne 3, u3m. Ne 4

Hara suinaun nacnopra: 24.03.2022

3aeayronmii KAnJI
Hauanpauk OKK

JupeKTop 1o KayecTBy

Cporc rommoori g0: 12 2023
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