JEPHUIKCIIYABA
JIEPJKABHA CJIYIKBA 3 JIKAPCHLKUAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

Byn. bepesnskiscoka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €IPI10OY 37079055

BUCHOBOK
PO AAKICTH BBE3€HOro B YKpaiHy JiKaApehKOro 3acody

08.11.2022 No 47716/22/26

TaGaeTkH N0 25 Mr; no 20 Tabaerok y daicrepi; mo 1 daictepy B KAPTOHHINA na4ui
((popma BHITYCKY, J03YBAHHS, BUI MAKYBAHHA IKAPCLKOTO 3ac00y)

Howmep peectpauiitroro nocsinyenns UA/3058/01/01 erpok ait peectpauiiinoro nocsimyenns HEOOMEKEH MM

Cepis nmikapcekoro zacoty Ne WEW2B4 KinekicTh BBe3€HOrO Nikapehkoro 3acoby 7620
BHUpOGHHK _baiuep Baiimap I'm6X i Ko. KI', Himequuna
(HaimMeHyBanHS BHPOOHMKE JITKAPCHKOTQ 3aco0y, KpalHa NOXOLKEHH )
Bse3seno B Ykpainy ToBapuerBo 3 00me:keH 010 BignoBinansuicTio 'baiiep", inenr. kon;
22911794

(uafiMenysaung Ta koA 3a €JAPTIOY ropumruno’ ocodn abo npissunie, im's, no 6atLkopi disiuHol
0COofH - MANPUEMIS, 1T MiCLE TPOXUBAHHS Ta peecTpauiinmii HoMep 061IKOBOT KAPTKH MIATHHKA
noaaTkiB afo cepist Ta HOMED TACIIOPTa)

3a  pesynpTaTaMM. JAEPKABHOTO  KOHTPONK BCTAHOBJIEHU, IO JIIKAPCBKMA 3acib  BBE3eHO B Yxpainy 3

AOTPHMAHHAM BUMOT 3aKOHONABCTRA 1[0A0 3a0e3neueHHs. SKOCTI TikapchXuX 3acobiB.

Hauamsuuk Mukona XOJIOJEHKO

B R e e m e m e e e e L e L L L e S e M TR K e e e e e e e e e e e mw e T RS B e ma

{nocagoBa ocoba opraHy AEPIKABHOTO KOHTPONIO) (nimrnc) (iH1LiaTH Ta Npi3sue)

M.IT.




Batiep *Baﬁmb' TMEX | Ko.KI
HobepanHeptpacce 20
99427 Banmap, HimeudynHa

CepTudikar aHaniay CtopiHka: 134

[laTa ;. 06-10-2022

HalimeHyBaHHs npoaykTy
Twvn yrnakosku
Po3mip ynakosku

MaTepianbhnit Homep

KpaiHa npusHaueHiis

PeecTpauiitte nocBigueHHs

Bunyck

BupobHiia nilierizia Ne
GMP CepTudbikaT

YnakosaHo

Bupofruua niuenzist Ne:
GMP CeptudikaT

BupobneHo

BupaGina niugkais No
'GMP Ceptudixar

Ymiosu 36epiratitia

YMOBW TpaHCnopTysaHHs

Cuna piif AKTUBHICTE

‘Popma sMNYCKy

- TIpoBipoH®, TabneTtku no 25 mr, N220 {1x20)
2 Dnicrep

T 1x20

- 86323877

. Ykpaina
: UA/3058/01/01

- baviep Baimap M'ieX i Ko. KI™

> [obGepanHepitpacce 20

99427 Baumap, Himeuunna

'DE_TH_O1H_MIA_ 2020 0003/24-2525:02-001
:DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP. 2020 0005

.. bavtep Baiimap MmbX i Ko. KI
- Ho6epanHeplutpacece 20

09427 Bavmap, Himeyynia

'DE_TH_01H_MIA_2020_0003/24-2525.02-001

“DE_TH_0tH_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

- Banep Bawumap TmbX i Ko. KI*
. HoBeparinepuitpacce. 20
99427 Bammap, Himeuuuna

" DE_TH_01H_MIA_2020_0003/24-2525.02-001
: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP 2020. 0005

12 -MKT=30 °C, 24ron 30 - 40 °C
12 -MKT=30°C, 24ron 30 — 40 °C

I MECTEPONOH 25 mr

:TabneTtku




Baﬁep Baﬁmap rMGX i Ko. KI
HoBepanHepytpacce .20
99427 Bahmap, HimeuyunHa

Ceprudbikar aHanisy

CTopiHka: 234
Harta: 06-10-2022

Marepian: 86323877 lNpoBipoH®, TabneTkn no 25 mr, Ne20 (1x20)
Cepis: WEW2B4 KpaiHa: Yipaina
AaTa supobuuyrea: 12-07-2022.
MpwugaTtHria go: 31-07-2027
MaTtepian: 64023740 TM-IM-PROVIRON 25MG TAB WITH PARABENEN
FlapTis: WEVaDJ IHCTpyKUiR No koHTpon: P.5.2.01-
KOHTpONbHa NapTis: 830001051741 Crneundikayis: P.51.01-
KoHTpOoNb KpuTepi npuiHaTHoOCT C;ﬂ";'?:;” PesyneTaT
HokymeHTy Bunycky [HCTPYKUS: BiANOBIAae
00681.1563-02
Cneuundikauin;
011337072-01
| M63HAUSHHS MST = MecTeporioH. ..
iMHB+PHB = napabexu’
Onuc: hopma BUnNycKy TabneTku |
BiAnosigae
Onuc: dopma KpYT A signosinac
|onue: Konip Bini BigNOBigae:
| Onue: mapkysankia 3°0O4HIET CTOPOHU "AX" B NPaBUANBHOMY BiAnosinac
LUECTUKY THUKY
Onunc: mapiyBaHHA 3 HLWLOT CTOPOHU pUCKa |Bianosigae
loeHTrdikayis MST TLLUX NOPIBHAHHSA OCHOBHWX MRSV BiAnNoBinae:
laeHTHDIKalia MHB BEPX JYac yTRUMaHHA OCHOBHOIO BignoBinae:
Mika NOPIBHAHHSA
laeHTUhikayis PHB BEPX Yac YTPUMaHHA OCHOBHOMY. Bignosinae.
nika NOPIBHSIHHSA
PosunHenHa MST BEPX, 45 xs., cragia 1, |miH.-85 o O 102 101 102101
OKpeMmi 3Ha4YeHHs 102102
PosunHenHa MST BEPX, 45 xg., ctagisi 1. MiH. -85 % 1LC 102
cepegHe 3HauYeHHSs
PosunHenHs MST BEPX, 45 xg., ¢tagisi 2, MiH. 85
OKpeMi 3Ha4eHHs
PosunnenHs MST BEPX, 45 xa., ctagis 2. |miH. 80
CeEpeaHE 3HaueHHn
PosunHeHHa MST BEPX, 45 xs., cragis 3. MiH. 55
OKpeMi 3HaYeHHS |




cepil HasBHMM CTangapTam.

Lum s sacsiguyto, wo vaeeseHa Buwe iHGOpMaLis € AOCTOBIPHOIO Ta TouHoW. L|io 0PI

[Banep Banmap rMHGXE_K& KT Cropitia: 3 3 4
AobepanHepwtpacce 20 Cepdikat axanisy R
99427 Banmap, HimeuunHa Hara: 06-10-2022
MaTepian: 86323877 [posipoH®, TabneTkn no 25 mr, Ne20 (1x20)
Cepis: WEWZ2B4 KpaiHa: Ykpaina
AaTa supobHuyTBa! 12-07-2022
1 NpwrgatHnia go: 31-07-2027
|Marepian: 54023740 TM-IM-PROVIRON 25MG TAB WITH PARABENEN
Mapris: WEVSDJ IHCTPYkKUis No koHTporito: P.5.2.01 - _
KoHTponeHa maptis:. 830001051741 Cneundikauis: P.5.1.01-
KoHTponb Kputepit npnAHaTHOCTI Sﬂ:ﬁm PesynsTaT
PosunHenna MST BEPX, 45 xB., cTagis 3, Make. 2 o0 Q —15%
OKPEMI 3HAYEHHSA
PosuvuHeHHs MST BEPX, 45 x8., ctanisn 3, [min..80 % LC
cepegHe 3Ha4YeHHs
OpHOPIARICTE. A030BAHUX oanHULE MST % LG 101 102 101 102 100 101
BEPX, ctagist 1, okpemi 3HaueHHs 100 101 101 100
OAHOopigHICTE A030BaAHUX OAUMHUUL MST
BEPX, cTagia 1, kputepiil npuaHaTHOCTI  |make. 15.0 Yo 1.5
OfHOpigHICTL JO30BaHMX OfWHUUL MST .
BEPX, cTagis 2, okpemi 3HaueHHN % LC
OaHopiaHicTe gosoBaHnx oguHULb MST N )
BEPX, cragis 2, xputepiit npuiHsaTHOCTI.  {Makc. 15.0 Yo
KinbkicHe susHaveHHs MST BEPX 95.0 — 105.0 % LC 100.7
KinbkicHe BU3HaueHHAa MHB BEPX 90.0 - 110.0 % L.C 100.0-
KinokicHe BuanavyenHs PHB BEPX 90.0~110.0 % LG 99.9
3arantHe Yncno aepobHUX MIKpOOPraHiaMie  |makc. 2000 KYO/r i
(TAMC) Pk
3ararnbHe YUCno APIKAKOBUX Ta NNICEHEBUX | MaKe. 200 KYO/r H)/
rpubie (TYMC) e 5!
MikpoGionoriyna unctota Escherichia coli |siacyTHicTh 8 11 k& _______
) TecT NpoBOAMTBECA HA OCHOBI BUBIPKOBOro KOHTPonio. TUM He MeHLIEe, MiA .1 W AaHo1

npoaykuii 6yno

BUpOONeHo, BKNtoUayK nakysaHHR/MapKyBaHHA Ta NPOBEASHO. KOHTPOML 11 AKOCTI Ha BULLE3a3HaYeHii OinsHuu y
TNOBHiIX BIANOBIAHOCTI 3 BUMoramn GMP, BcTaHOBNEHMY MICLIEBUM PErynsTOPHUM OPraHoM, a TakoX BiANOBIiAHO [o
cneyudikauii, Wo MICTATLCA Y peecTpauiiHoMy A0Cbe. MNpoTokonu BMpCOHULTBA, NakyBaHHS Ta aHanizis byno
NEPernaHyTo Ta BCTaHOBNEHO BignoeigHicTb GMP YrnoBHoBAXEHOK OCco60i0.
Cepin Byna npoTectoBaHa 3rigHO cneyndikauil | Ao3BoneHa ao peanisauir.

Aaknia CepTudpikaT aKkocTi GyB CTBOPEHWA 3aKPUTOID EMEeKTPOHHOI CUCTEMOH 0BpobkiA fAaHnx, came TOMY
3aTBEPAXYETLCA  ENeKTPOHHUM  NIANNCOM. EnexTpoHHUMIA miannc  YHoBHOBaxeHoi Ocobn arigHo  Adupektnan
2001/83/EC. Ocobu, Wo MaloTb Npaso Ha Nignue Vera Schnapp, Wilko Wohlauf, Maja Schuite, Dr. Uwe Rossbach.




bBavep Baﬁmap rMGX | Ko. KT Cropitka: 434
RoGepaiHepwtpacce 20 Ceprtudikat aHanisy e
99427 Banmap, Himeu4uuHa Hara: 06-10-2022
MaTtepian: 86323877 MpoBipoH®, TabneTkn no 25 mr, Ne20 (1x20)
Cepis: WEW?2B4 KpaiHa: YkpaiHa
HaTta snpobuuurea: 12-07-2022
[pugatHni po: 31-07-2027

He Byno BUSBNEHO BigXWneHk NpoTarom npouecis supobHuyTEa
KomenTapi: Ta MakyBaHHSA. |

Po3amip cepii: 7620 ynakoBok

ENekTpoHHwi nignic: Vera Schnapp (SGFPS) |
‘YnosHoeaxxeHa ocoba 3rigHo Qupektusn 2001/83/EC
HaTa/vac: 2022-09-30 12:04:20 p.m. UTC (UTC +/- 0 = UTC/GMT )

|[HCneKWinHWiA NoT: 890001055399




