NonucaH

OBLUECTBO C OrPAHMYMEHHOM OTBETCTBEHHOCTbIO

192102, CaHkr-lMetepbypr, yn. Canosa, 72, Kopn.2, nUT.A,
Ten: (812) 448-22-22, e-mail: info@polysan.ru

AnajJHTHYecKHi macnopt Ne 995

IIpenapar: IUTO®JIABHUH®, pacTBop 1151 BHyTPHBEHHOTO BBeICHHSI

«HAYYHO-TEXHOJIOTUMECKAA ®APMALEEBTUYECKAA OUPMA «NOJIMCAH»

Cepusi: 910922 P N003135/01
dopma BeIycKa: (ammyna) 10 mx x 10 (mauka kapToHHas)
KomgecTso: 11810 ym,
Jara u3roroenenus: 06.09.2022
JaHHBIe aHa/IM3a
Iloka3areinn Tpe6osanns HI P N003135/01-220319, u3m. Jlannbie
Ne 1, u3m. Ne 2, uam. Ne 3, n3m. Ne 4 aHaJIM3a
1 2 3

1. Onucanue

TIpospauHas )UAKOCTB XEITOro LBETa
(BuzyanbHsliit metog, [® PO*)

Ipo3paunas xuakocTs

KENTOro 1BeTa

2. IlognMHHOCTS:
- pubodnasuHa pocdar HaTpus

SIITapIasa Kecjiora
- METJIIOMHH
- HHO3WH
- HAIKOTHHaMH

CrieKTp NOrJIoMmEH s HCTIBITYEMOTO PacTBopa,
TIPHTOTOBJICHHOTO JUIsl KOIMYECTBEHHOIO ONpEE/EHHS,
TOJTy4CHHbIN Ha CNIEKTPO(GOTOMETPE B KIOBETE C TONIMHOMN CJI0S
10 MM B 061acTy ot 300 110 550 HM JOJDKEH HMETh MAKCHMYMBL
npu (445+2) uM 1 npu (373+2) um (Cnextpodoromerpus)

Ha XxpomarorpaMmax HCIIBITYEMOIO pacTBOpa JOJDKHBI
TNIPHCYTCTBOBATH JBA OCHOBHBIX NMHKA, COOTBETCTBYIOMIMX 10
BPEMEHAM YACPXKUBAHUA MUKAM MHO3MHA M HHKOTHHAMMAA
(crieKTpo(oTOMETPHHECKOE ACTEKTMPOBAHHE NIPH 254 HM), U
JIBa OCHOBHBIX ITMKa, COOTBETCTBYIOLIMX 110 BpEMEHAM
YACP)KHBAHHSA NTMKAM SHTapHOM KHCIIOTHI M METTTIOMHHA
(pedpakToMeTpHUECKOE ACTEKTHPOBAHHE), Ha XpomaTtorpaMmax
pacTBopa cpaBHeHH (a) (BOXKX)

CoorBercTByeT

CoOTBETCTBYIOT

3. IIpo3pauHocTh

Jomxen 66Tk npo3paynbiM (TP PD’)

ITpo3paunsiii

4. pH Ot 6,0 mo 7,0 IT'® PD*, TOTEHLHOMETPUYECKH) 6,6

5. U3Bnekaemblit 06bEM, M He mMenee HomunansHoro (I'® PO*) 10,0

6. MexaHUYeCKKe BKIIFOUCHUS

- BUIMMBIE MEXaHUYECKHE BKITIOUECHHS JloDKeH COOTBETCTBOBATH TPEGOBAHUAM CoorBeTcTBYyET

- HCBUIMMBIE MECXaHUYECKHE BKIIFOYCHHSA

(T'® PO*, BusyansHslit)
Cpennee yncio yacTuil pa3smepom 10 MkM H GoJiee He JODKHO

10 MkM u Gonee — 192

npessiars 6000 B 01HOI aMITyJie, a CpeIHee YHCII0 YaCTHI Ha aMmyJy
pasmepom 25 MkM H GoJiee He I0/DKHO npeBbImaTh 600 B 0HOM 25 MxM u Gonee — 6
amnyse (I'® PO*, meton 1) Ha amInyJry

7. POICTBEHHbIE PHMECH:

- THIIOKCAHTHH, TYaHO3UH CymmapHoe conepxanue He 6onee 3,0 % ot 0,6

: HOMMHAJIBHOTO COAEPXKaHUs MHO3HHA (B3XX)

- HUKOTHHOBAs KHCJIOTa He 6ouee 3,0 % or HOMHHANBHOTO ComepXaHus 0,08
HHUKOTHHAMMJA (B3XX)

- HEMICHTH(QULPOBaHHBIE IPUMECH CyMMapHoOe coliepKaHHe OT CyMMBI IUIOIIaei
MMMKOB HUKOTHHAMKAA ¥ HHO3HMHA HE JOJIKHO 0,04
npeselmaTh 2,0 % (BXKX)

- moMH(paBUH He 6onee 0,20 % ot HOMHHAILHOTO COEPKAHUS 0
pubogaaBuHa dochara HATPHS (BIKX)

8. bakTepuaibHbI€ 3HIOTOKCHHBI IlpenensHoe conepxanue He 6oaee 17,5 ED/mn Menee 17,5

(TP PO*, meTon A)
9. CTepwIbHOCTE JlomkeH OBITh CTEPUIILHBIM CrepunbHbIi
(T'® PO*, meton MeMOpaHHO GunsTpanun)

10. KonmuecTBeHHOE ompenenenue ot 0,0018 10 0,0022 r/mn C17H20NsNaQoP 0,0019
(pubodnasuna pocdara Harpus)
(Cnexrpodoromerpus)
ot 0,090 10 0,110 r/mMa CsHsO4 0,099
(sHTapHOit kucnoTE) (BOXKX)
ot 0,1485 10 0,1815 r/mn C7H17NOs 0,1640
(mMermomuHa) (BOXX)
ot 0,0180 10 0,0220 r/mn C10H12N4Os 0,0197
(uHO3MHa) (BOXX)
ot 0,0090 10 0,0110 r/mMa C¢HsN2O 0,0099
(uukoTHHaMuaa) (BDXKX)
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11. Ynakoska

ITo 10 M B aMmy 1l KOPHYHEBOI'O CTEKJIA.

Ha ammynty HakJeMBalOT 3TUKETKY CAMOKIIESIIYIOCS.

ITo 5 amryn noMenaoT B KOHTYPHYIO STYEHKOBYIO
YNaKOBKY M3 IUIEHKH NOJIUMepHO#. KoHTypHYyI0
SYEHUKOBYIO YITAaKOBKY TEPMOCKJIEHBAIOT C IJIEHKOM
MOKPOBHOM MK (OJIEroH aTOMUHHUEBOM, MITH OCTaBJISIOT
OTKPBITOH.

1 uiH 2 KOHTYpHBIE TYEHKOBBIE YITAKOBKH BMECTE C
HHCTPYKIMEH 110 MPHMEHEHHIO MTOMEINAIOT B KAPTOHHYIO
MayKy.

J171s1 KOHTPOJIS IEPBOTO BCKPBITHSI GOKOBBIE KIIANaHbl
Na4yky MOTYT OBITh 3aKJIEEHBI C IByX CTOPOH 3THKETKAMH
WJIM TEPMOCKIIEEHBL.

IIo 10 mn B amMmysax
KOPHYHEBOTO CTEKJIA.

Ha amnyny HakneeHa
ITHKETKA CaMOKJIEAILAsACH.
o 5 aMmyn moMemeHsl B
KOHTYPHYIO A4eHKOBYIO
YNaKOBKY M3 IJIEHKH
nonuMepHoii. KontypHas
AYEHKOBas yNaKkoBKa
TEPMOCKJIEEHA C TUIEHKOH
TIOKPOBHOH.

2 KOHTYpPHBIX SUEHKOBBIX
YNaKOBKH BMECTE C
HHCTPYKLMEH no
NPUMEHEHHIO IOMELIEHbI B
KapTOHHYIO NauKy.

12. MapkupoBka

1) IlepBHyHas ynakoBKa

Ha ammnynax Ha caMOKJIEAILEHCA ITUKETKE YKa3bIBAIOT:
TOBApPHBIH 3HaK MPOM3BOAMTEIIS, TOPrOBOE HAUMEHOBAHHE
JIEKapCTBEHHOTO Npernapara ¢ npeaynpeanTeNbHOM
MapKkupoBKo# ®, 00bEM B MUIUTHIIMTPAX, COAEPIKAHHE
JEACTBYIOIIMX BELECTB, HOMEP CEPHH, CPOK IOHOCTH,
NIeKapCTBEHHYIO hopMy, HomyckaeTcs HaHeceHHe hapmakozaa
WIH TEXHOJIOTHYECKOH METKH.

Ha ammnynax omyckaeTcst HATMYHME LBETHBIX KOJIEIL.

2) IIpomexyTouHas yNIAKOBKA

Ha nnéHke nokpoBHO#H yKa3bIBatOT TOBApHbIH 3HaK
npousBoautens. Ha ¢onbre amoMuHHEBOH yKa3pIBaIOT:
TOBapHbIH 3HAK NPOU3BOAMTENS, HOMEP CEPHM, CPOK TOJHOCTH.
3) Bropuunas ynakoBKa

Ha nauke ykasbiBaloT: HAUMEHOBaHHE NPOM3BOJUTENS, ET0
TOBapHBIii 3HaK, aJpec, Tel./(akc, Toprooe ¢
NpeaynpeAUTeNIbHON MapKHPOBKOH ® M rpynnupoBOYHOE
HaUMEHOBAHHS JIEKapPCTBEHHOIO NPENapara, JIEKapCTBEHHYIO
(dopMy, 06bEM npenapara B MHJLTHIIMTPAX, COCTaB, YCIOBHs
xpaHeHus, «[[pUMEHATH N0 Ha3HAYEHMIO BPauay, «XpaHUTh B
HEIOCTYTHOM fuisl AeTeii Mecte!», «CTEPUJIbHO, ycinoBus
OTITyCKa, CIOCO0 NPUMEHEHHS, HOMEP PETHCTPALIHOHHOTO
YIOCTOBEPEHHUS, HOMEDP CEPHH, CPOK F'OHOCTH, KOJIMYECTBO
aMmrIyn B ynakoske, mrpuxoBoi koa EAN-13, gapmakon

(pharmacode), rpa¢uueckoe u3obpaxenue aMmysl K,
NHMKTOrPaMMBI, paci(ppoBka MNUKTOrpaMM

«. nekapctseHHas ¢opma PACTBOP JUJIA
BHYTPUBEHHOI'O BBEJIEHW1»,

« = cnoco6 npumenenns BHYTPUBEHHO KAIIEJIBHO B
PA3BEJIEHUW»,
e

« ® ®hapmakorepanesTiueckas rpynmna [IPOUYHUE
TIPETIAPATBI JUIS1 IEYEHKMS 3ABOJIEBAHHM HEPBHOM
CUCTEMbI».

JlonyckaeTcs HaHECEHHE CPEeCTB HACHTH(HUKALMU /I CHCTEMBI
MOHHMTOPHHIA JBIKCHHUSA IEKAPCTBEHHBIX NPENapaToB.

1) IepBuuHas ynakoBka.

Ha ammynax Ha caMoKaesencs
3THKETKE yKa3aHbl: TOBAPHbI 3HaK
NPOM3BOJIMTEJIA, TOPrOBOE
HaHMEHOBAHHE JIEKAPCTBEHHOTO
npenapara ¢ npeaynpeanTebHOM
MapkHpoBkoi ®, 06béM B
MHJUTHINTPAX, CONEpPKaHHE
NIefiCTBYIOLIMX BEIIECTB, HOMEp
CEepHH, CPOK TOIHOCTH,
neKapcTBeHHas popma.

2) IlpomexyTouHas ynakoska.

Ha nnénke nokpoBHOH yka3aH
TOBapHbIH 3HAK NPOH3BOJMUTENS.

3) BropuyHas ynakoska

Ha nauxe yka3saHbl: HAHMEHOBaHHE
np TENA, €ero p

3HaK, azpec, Tel./daxc, Toprosoe ¢
NpenynpeauTeNbHOH MapKHPOBKOH
® M rpynnupoBOYHOE
HaUMEHOBaHHA JIEKAPCTBEHHOTO
npernapara, JiekapcTBeHHas popma,
00béM npenapara B MUJUIMJIHTPAX,
COCTaB, YCIIOBHA XPaHEHHH,
«IIpMMEHATD N0 HA3HAYEHHIO
Bpayay, «XpaHHTb B HEAOCTYITHOM
Juis fereit mecre!»,
«CTEPHJILHO», ycnosus
0TIycKa, Cnocob NpUMEHEHH!s,
HOMEp CepHH, CPOK FOJTHOCTH,
KOJIHYECTBO aMITyJl B YNaKOBKe,
wrpuxosoi kox EAN-13,
bapmakon (pharmacode),
rpaduueckoe u3obpaxeHne

ammyibl 8, THKTOrPaMMBI,
paciiudpoBKa MUKTOrPaMM

« nexkapcTBeHHas popma
PACTBOP 1A
BHYTPUBEHHOI'O
BBEJIEHH»,

« : cnocob npuMeHeHus
BHYTPUBEHHO KAIIEJIbHO B
PA.3].3EZ[EI-MPI»,

« w % hapmaKoTepaneBTHIEeCKas
rpynna [TPOYUE IMTPETTAPATBI
JULA TEYEHUSA
3ABOJIEBAHWI HEPBHOU
CHCTEMBI».

Hanecenue cpencrso
MAEHTHOUKALIMH JUIS CHCTEMBI

MOHHTOPHHIa NBHXKEHUA

JICKapCTBEHHBIX npengpaToa.

13. Xpanenue

B 3aIIMIIEHHOM OT CBETa MECTE MPU TEMIIEPaType HE
Beime 25 °C.

B 3ammmeHHOM OT cBeTa
MeCTe NpH TeMInepatype He
sointe 25 °C.

14. Cpok rogHoOCTH

2 rona

2 rona

*_ neficTBytommee n3nanue [ocynapcTenHoit ®apmakonen Poccuiickoii ®enepaunn

3akmouenue: cootserctByeT Tpebosanmsam HJT P N003135/01-220319, u3m. Ne 1, u3m. Ne 2,

u3M. Ne 3, m3m. Ne 4
Jara Beigaun macnopra: 29.09.2022
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