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PHARMPROJECT

AO «®apMnpoexT»
192236, r. CaHkT-MeTepbypr, yn. Coduiickas, a.14, nuT.A, Ten./dakc (812) 331-93-10

OTAEN KOHTPOJ1 KAYECTBA

YTBepxaeHHas ¢opma:
COn-2-166

AHAJIMTUYECKMIA MACMOPT N2 1 229 ot 4 ceHTs6ps 2025 T.

HanMeHoBaHue:

lenapwviH, renb Ans Hapy>Horo npuMeHeHuns, 1000 ME/r, 100 r

Homep cepwn:

600825

Konunyectso B cepun:

942 ynak

MNpoun3ssoanTens:

AO "®apmnpoekT"

[aTta npounsBoacTsa:

4 asrycra 2025 .

lopeH po:

Uonb 2027 T.

AHanu3 BbinosHeH no HA:

JIN-005522-110820 N3m.N91,2

PerncrpaunoHHOE ya0CTOBEPEHHE:

JIN-005522 ot 20.05.2019

MokasaTtenb

Tpe6oBanus HA

Pe3ynbTaThl aHaIN30B

OnucaHue

OpraHonenTuyeckui

Mpo3payHbIvi UM NMOYTU NPO3payHblii GecLBETHBLIN MK
CO Crierka XesnToBaTbIM OTTEHKOM reflb CO
cneundrUyeckuM 3anaxom

MouTn Npo3payHblii 6eCLBETHLIN refb Co
cneunduyeckmM 3anaxom

MoannHHOCTL
— TrenapuvH HaTpusi

— MeTunnaparmapokcmbeHsoat

— nponunnaparnapokcmbeHsoaT

BuoxumMmueckuii

Hanunume aHTUKOarynsiHTHOM aKTUBHOCTU

BIXX

BpeMmsi yaep)kMBaHUSi OCHOBHOIO MUKa Ha
XpOMaTorpamMmMe WUCrMbITyeMOro pactBopa A0/HKHO
COOTBETCTBOBATb BPEMEHW YAEPXKMUBAHWSI OCHOBHOMO
nMKka Ha XxpoMaTorpaMMe pacTBopa CTaHAapPTHOMO
obpasua (CO) meTunnaparnapokcmbeHsoaTa

BIXX

BpeMmsi yaep)kKMBaHUSi OCHOBHOIO MUKa Ha
XpOMaTorpamMmMe WUCrMbITyeMOro pactBopa A0/HKHO
COOTBETCTBOBATb BPEMEHW YAEPXKMUBAHWSI OCHOBHOMO
nMKka Ha XxpoMaTorpaMMe pacTBopa CTaHAapTHOMO
obpa3sua (CO) nponvnnaparnapokcmbeHsoaTa

CooTtBeTcTByeT

CooTtBeTCcTBYET

CooTtBeTCcTBYET

Macca coaep>1MMoro yrnakoBku

o Po

CpeaHssi Macca coaep>KMMOro yrnakoBku - He MeHee 100
r

Macca coaepxuMoro Kaxxaoi OTAeNbHOW YNakoBKY - He
meHee 95 % OT 3asBNeHHO

101r

Ot 100,8 % po 101,4 %

pH [® PO, NOTEHUMOMETPUYECKUI

Or55p807,5 6,5
OpHOpPOAHOCTb Bu3yanbHbIi

Mpenapat gomkeH 6bITb 0OAHOPOAHLIM. [lonyckaeTcs CootBeTcTBYET

BKJIIOYEHNE MY3bIPbKOB BO34yXa

Mukpobuonorunyeckas umcrora

[® PO, Kateropus 2

ObLee uncno aspobHbIX MUKPOOPraHn3moB B 1 r — He
6onee 102 KOE/r;

ObLee Uncno ApoXKEBbIX U NnecHeBbIX rpuboB B 1 1 —
He 6onee 101 KOE/r;

OtcyTcTBue St. aureus B 1 1;

OtcyTcTBue Ps. aeruginosa B 1 r.

MeHee 1,0 x 101 KOE/r
MeHee 1,0 x 101 KOE/r

He obHapy»eHo;
He obHapyxeHo.

KonunuyecrBeHHoOe onpepaeneHune
— TrenapuH HaTpua

— MeTunnaparuapokcmbeHsoat

— nponuanaparuapokcubeHsoart

Broxmmmnueckumin

Ot 850 po 1150 ME/r
B3IXKX

Ot 1,08 po 1,32 mr/r
BIXX

0Ot 0,27 po 0,33 mr/r

1095 ME/r
1,17 mr/r

0,29 mr/r

YnakoBka

Mo 30, 50 nnn 100 r B Ty6bI antOMUHUEBLIE.
Kaxkayto Ty6y BMECTe C MHCTPYKLMEN MO NPUMEHEHUIO
NOMELLAIOT B MayKy M3 KapTOHa

Mo 100 r B Ty6bl antOMUHMEBbIE.
Kaxxgasi Tyba BMecTe C MHCTpYKUMEN no
NMPUMEHEHMIO NOMELLEHA B NayKy u3
KapToHa




MapkupoBka Ha nepBuuHOI ynakoBke (Ty6e) Ha pycCKOM si3bike Ha nepBuyHoli yrnakoBke (Ty6e) Ha
YKa3blBalOT: TOProBOe HaMMEHOBaHWE IEKapPCTBEHHOMO  |PyCCKOM A3blKe yKa3aHO: TOprosoe
npenapara, MexayHapoaHOe HenaTeHTOBaHHoe HaMMeHOBaHWe NeKapCTBEHHOro
HavMeHOBaHMWe NeKapcTBEHHOrO Npenapara, npenapara, MexxayHapoaHoe
HavMeHOBaHMWe W CTpaHy NpeanpusTUS-NPOU3BOANTENS, |HENAaTEHTOBAaHHOE HaUMEHOBaHNe
€ero ToBapHbIN 3Hak (rpacuyeckoe n3obpaxxeHne N1CTa, [nekapcTBeHHOro npenapara,

HasBaHWe NpeanpusTUS-NPOU3BOAMTENS Ha PYCCKOM U |HAMMEHOBaHWE M CTpaHa

QHIINICKOM $I3blKaX), NIeKapCTBEHHYIO GopMY, npeanpusTUS-NPOM3BOANTENS, €ro

aKTUBHOCTb, Ha3BaHWe W coaepxaHue AelCTByoWero  ToBapHbIv 3HaK (rpaduueckoe

BewlecTsa Ha 100 r rens, nepeyeHb BCoMoraTenbHbIX — |M306paxeHune nucta, Ha3BaHue

BeLLeCTB, Maccy npenaparta B rpaMMax, ycrioBusi npeanpusTUS-NPOM3BOAMTENS Ha

XpaHeHMs, YCIoBMA OTMYCKa, HOMEP CeEpuM, CPOK PYCCKOM W @HI/IMACKOM 5i3blKax),

rogHocTu. Ha Ty6e HaHeceH TeMaTUYecKuii PUCYHOK. nekapcTBeHHast PopMa, aKTUBHOCTb,

Ha BTOpWYHOI ynakoBke (Mayke) Ha PyCcCKOM si3blke Ha3BaHWe W coaepXaHue AeiCTBYIOLLEero

yKa3blBaloT: TOProBOe HaMMEHOBaHWE NiekapCcTBeHHOro  |Bewectsa Ha 100 r rens, nepeveHb

npenapata, MeXxayHapoaHOe HenaTeHToBaHHoe BCMOMOraTesnbHbIX BELECTB, Macca

HavMeHOBaHMWe NeKapCTBEHHOrO Npenapara, npenapara B rpamMmax, ycroBusi

HavMeHoBaHMWe NPeanpuUATUA-NPON3BOANTENS, ero XpaHeHWs|, yCioBMS OTNyCcKa, HoMep

TOBapHbI 3HaK (rpadmueckoe n3obpaxkeHue NnUCTa, cepuu, CpoK rogHocTu. Ha Tybe HaHeceH

Ha3BaHvie NPeAnpUsTUS-NPOM3BOAUTENS HA PYCCKOM U [TEMaTUYECKUI PUCYHOK.

aHIMMINCKOM si3blKax), aapec, TenedoH, aapec caunTa, Ha BTOpMYHO ynakoBke (nayke) Ha

neKapcTBeHHyto (hopMy, akTMBHOCTb, Ha3BaHUe U PYCCKOM 5i3blKe yKa3aHO: TOprosoe

cofiepXxaHue AencTaytoLlero Bellectsa Ha 100 r rens,  |HaumMeHOBaHWe nekapCcTBEHHOrO

nepeyeHb BCMOMOraTesibHbIX BEWeCcTB, Maccy npenapara, MexxayHapoaHoe

npenapata B rpaMmax, apmakoTepaneBTUHecKyo HenaTeHTOBaHHOE HauMeHOoBaHue

rpynmny: «AHTUKOArynsHTHOE CPeACTBO NPSAMOro NeKapcTBEHHOroO npenapara,

[eVCTBUS U1t MECTHOMO NPUMEHEHWS.», YCII0BUSI HaMMeHoBaHue

XpaHeHus, ycnosmua oTnycka, «Cnocob npuMeHeHus: cM. |NpeanpusTUs-nNpou3BoanTeNs, ero

WHCTPYKUMIO.», NpeaynpeauTenbHble Haanueu: TOBapHbI 3HaK (rpaduueckoe

«XpaHUTb B HEAOCTYMHOM AN AeTei MecTe.», « He n3obpaxeHune nucta, Ha3saHue

NPUMEHSTb MO UCTEYEHWUWN CPOKA MOAHOCTU.», HOMEP npeanpusTUS-NPOM3BOAMTENS Ha

PErncTpaLmMoHHOro YAOCTOBEPEHHUS], HOMEP CEpUM, CPOK |PYCCKOM M @aHIIINCKOM s3bikax), aapec,

FOAHOCTU (XrOAeH A0»), WTPUXOBOW koA. Ha nauke TenedoH, afpec caiTa, iekapCcTBeHHas

HaHeceH TeMaTUYeCKWi PUCYHOK. dopMa, aKTMBHOCTb, Ha3BaHWe u

[nsi BHYTPEHHEro MCMoNb30BaHWs NMPOM3BOAUTENIEM Ha  |coaepaHue Ae/CTBYIOLLEro BellecTBa

KfanaHax nayky U3 KapToHa MOryT 6bITb HaHECEeHbI Ha 100 r rens, nepeyeHb

NPOU3BOACTBEHHbIE KOAbI. [JONONHUTENBHO Ha Navke BCMOMOraTesibHbIX BELLeCTB, Macca

yKka3blBaeTCs MHdOPMaLUMa AN MOHUTOPUHIa ABMXKEHUS [NpenapaTa B rpaMmax,

fleKapCTBEHHOrO npenapara OT NPoM3BOAMTENS 0 (apmakoTepaneBTUyeckas rpynna:

KOHeYHoro noTpebuTens — cpeacTso naeHTUbUKaUMm € |«AHTUKOArynsHTHoOEe CpeacTBo NpPSMOro

pacwmdposkoii (GTIN, UCH) nnm 6es. AENCTBUS 411 MECTHOrO NPUMEHEHWS.>»,
YCNOBUS XpaHEHUS, YCIOBMS OTMNYCKa,
«Cnocob npuvMeHeHus: CM.
WHCTPYKUMIO.», MpeaynpeanTenbHble
Haanuen: «XpaHuTb B HEAOCTYMHOM Ans
Aeteil MecTe.», «He NpuMeHsTb No
UCTEYEHNN CPOKa rOAHOCTU.», HOMEp
perncTpaLmoHHOro YAOCTOBEPEHNS,
HOMep Ccepvu, CPOK roagHOCTH («roaeH
[0>»), LITPUXOBOW KoA. Ha nauke HaHeceH
TeMaTUYeCKU PUCYHOK.
[INs BHyTPEHHEro MCrosb30BaHus
Npou3BOAMTENEM Ha KnanaHax nayvku us
KapToHa HaHeCeH MPOW3BOACTBEHHbIN
Kod. Ha nauke ykasaHa uHdopmaums ans
MOHWUTOPWHIa ABUXEHWUS NIEKapCTBEHHOrO
npenaparta OT NPOM3BOAUTENS [0
KOHeYHOro noTpebuTens — cpeacTso
naeHTUduKaumm ¢ paciumndpoBKoii
(GTIN, UCH).

XpaHeHue Mpn TemnepaType He Bbiwe 25 °C. CooTBeTCTBYET
Cpok rogHoCTH 2 roga CooTBeTCTBYET

3akntoueHmre: JlekapcTBeHHbIM Npenapat FenapuH, renb ANs Hapy>XHoro npumeHenusi, 1000 ME/r, 100 r,
cepust 600825 cootBetcTByeT TpeboBaHuam HZ J1M-005522-110820 U3m.N291,2.

HaudanbHWK oTAena KOHTPOS KadecTsa
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