JEPXJIIKCIIYXKBA
AEPKABHA CIIYXXFBA 3 JIIKAPCHKHUX 3ACOFIB
TA KOHTPOJIXO 3A HAPKOTHKAMM y m. KUEBI

Byn. Bepesnakinceka, 29, Kuis, 02098, Ten./dakc: (044) 550-20-55, Ten. (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
Npo AKiCTL BBE3eHOro B YKpaiHy JikapcsKoro 3acoly

05.06.2019 Ne 35598/19/26

BIOJIEKTPA MATHE3IYM ®OPTICCIMYM

(naitMeHyBaHHA NiKapceKOro 2acofy 3rifHO 3 peecTpauiiiHiM MOCBITICHHsM)
TabeTkn munyyi; mo 10 TabreTok y Ty6i; mo 1 Ty6i B maumi 3 kaprony

(dopma eumycKy, M03yBaHHS, BUA MAKyBaHHs JKaPCHKOTO 3aC00Y)

Homep peectpaniitroro mocsinaenr UA/13697/01/01 crpox aif peecrpanititoro nocsixaenna 27.06.2019

Cepis nixapcrkoro saco6y Ne 8101383 Kinbkicts BBe3eHOrO Jikapebkoro 3acoby 600
BupoGemux T'epmec Apnuaiimvitrens 'm6X, HiMmeamra
(HaiiMeHyBaHRd BUPOGHUKA NiKapCBKOTO 3ac06y, KpaiHa OXOMKEHHA)
Baeseno B Yipaity pnparne akuionepue Tosapucrso "HATYPDAPM", ixenr. kon:
24930169

(naitvenysauns Ta ko 3a €JIPTIOY opraruHOi 0cOGH aG0 MpisRHILe, iM', 10 6ATEKOB] diznunoi
ocobu - nianpuemuy, i Micite NpoxuBAHHA Ta pecoTpaLiiHmit HoMep 06iK0BOT KapTKH MJIaTHHKE
nofatkis a6o cepis Ta HOMep nacnopra)

IIporoxon BisyansHoro kontpomo six 05.06.2019 Ne 2852/1.

3a pesynbTaTamu JEpKAaBHOTO KOHTDOMIO BCTAHOBIEHO, IO JUKapchkuit 3aci6 BBeseHO B Yipainy 3
AOTPHMAHHSIM BHMOT 3aKOHONABCTAA MO0 3a6€3NeYeHHA AKOCTI JMIKAPCHKMX 3aC06iB.

M. Xonogenxko

(mianwc) (ininiami Ta npissume)




Ceprucbukar ananuaa

Jlozomun

Nporyxt

Ty6e, no 1 TyBe B kapTOHHO! Kopobke

Crpaca-npoussoaurens MepManun
Cepna Ne 8101383

Buonektpa Martesuym optuccumym «JiuMon» TabneTku wunysue, no 10 Tabnetok B

Homep cepruchukata kayectaa

1

Pasmep cepuyt 19344 ynakosok
Hara npouasoscraa 17.10.2018
Cpok roaHocTH 10/2021 ]

Howmep perucTpaumontoro cangeTtenscrea

UA/13897/01/01 ov 27.06.2014 go 27.06.2019

Ceprudmkar GMP

NeDE_BY_04_GMP_2017_1038 ot 04.00.2017

Nutienaus Ha npou3BoACTHO

{NeDE_BY_04_MIA_2017_1044 o7 11.08.2017

AKTMBHBIZ UHIPRAVSHTL

1 vabnetsa wunyyan copepxur MErHUA okCuA NETkUA 342 Mr v MarHui
kapGonar nerxuii 670 mr, uto COOTBETCTBYEY MOHAM MarHvA 365 mr (=1¢

346,75 - 383,25 mrfrabn
(3ananeno 365 mMriratn)

MONb)- .
- : .| CNELIUUKALIUR - |PE3YNLTAT
BuewHni sng Tabnetkn wunydei Kpyrnoe, 6envie nnockoumnMHapUYECKne Cootsercrayer
Tabnetky, ¢ rNakon NosepxHOCTLIO Gea
floBpexaeHnn, c ottuckoM «HERMES»Ha
OgHolt cropoHe
Janax TabneTiu WwWunyyed JI¥MOHHBI Coorsercrayer
BHewnui Bug pacteopa SecupeTHuii, HenpoapauKkii pacreop, He CooTsercrayet
COAEPXAMNA YBCTULY HePBCTBOPEHHOMO
BeliecTsa
Sanax/sxyc pacraopa TIRMOHHLIN CoorseTtcTayey
Avnamerp 242258 MM 25,0 Mm
Bbicora 7.5-8.3 Mm 7.9-8.0 mm
CroiikocTs K paagannueanuio 30-180 H cpeaHes aHaveHue 85 H
87-105 H
Bpewms pacnanaemMocTv He Gonee 180 ¢ He Sonee 112 ¢
Jnadenie pH pacreopa 40-48 43 )
Kpatkocpoukbiil Tect Ha crabunsHocTs Bea nameHenui, He cknensaioten Cooveercrayer
(48 u/55 °C) .
OAHOPORHOCT AO3VMPOBAHUS equHIy B cooteetcTBUM € Tpebonanuamu Eap. Coovaercrayer
®apm. 2.9.40 .
NaeHTudukaumn MarHua MosutvaHag ToautvsHan
KonuuectaeHuoe onpegenenue maruun 95-105% 0T 3aRBNEHHOID RONWUECTES 376,62 mr

A, HuxenoanucasLuuiics, YROCTOBEPAI0, YTO BLILIENPUBEAEHH3R CEPUS RBNACTCA AOCTOBEPHON TOYHOW, [aHHas cepun
npoAyKuun Guina npouaseneya, skiiovan ynaxosKky/MapkupoBxy U nposendH KOHTPOMbL e KaUecTsa Ha BblWEYNOMSAHYTOM
NPOU3IBOACTBEHHOM OTASNE B RONHOM COOTBETCTBUM ¢ TpeboBanuamu GMP, YCTaHOBREHHBIMW MECTHBIM PEerynATOpHbLIM

OpranoM. poToKonb! MPONSEOACTEA, YNEKOBKN 1 3Hanu3gB Guini NePECMOTPEHE! U YCTAHORNEHD MX coorasercrave GMP "

Aava 06,11.2018 .
Ha ykp. MEPEKNAL BIPHWUI

Cap. b O63

Pykoeoautens. koyrpons kauecraa
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