Wlonsdia Bapumsa AT» www.polfawar.conupl
{Polfa Warszawa SA)

Bapasesxnit hapmanceryunmi sason Honeda AT Mepuunuif Bignin: + 48 22 691 35 65

{Warsaw Pharmaceutical Works Polfa S.A.) Bijutin exenoprrnoro 30yry:+ 48 22 691 36 42

Bya. Kaponskona, 22/24, 01-207 Bapurana, Toasia

(22/24 Karolkowa St., 01-207 Warsaw, Poland)

Oxpywnrit cyn micra-cromui Bapurasy, XIIT comepuiiiuuit niapoaxin npn Hanionanssomy cydi, novarxosuil rarnitan: 230 000 000
S0THX; crnasenult xandvan: 230 000 000 sporix

REGON: 000043937 NIP: 525-000-04-81 KRS: 0000147193

CEPTHOIKAT SIKOCTT Na: 475 7307
Hodimenysanmua npogyxuil TOBPOCOIT® -AERC, wpawt ouni, cycnensis, (3,0 mr/1,0 m1) 8 1 Mn
Hepapa-pupobuni: Homuma
Homep peecrpaniiiworo noesinuedun: UA/14326/01/01
Cwana piifaxensnicrs: It cyenensit micturs: ToSpaminpmmy 3,0 mrra 1,0 Mr nexcamerasony
Jivapeniea dopaa: xparni ousi, cyenensis (3,0 mr/1,0 mr) / mn
Posmip ra vwn naxysanme 1o 5 may Quarosi-kpaeasmad Nel: no | duaxony-spancapind y wapromnii xopoBui 3
MEPKYBAHESM YKPHTHCLKOK MOBOIO
Homep cepil: 01280623
Posnip cepii: 35264 ynakosox
Hara lmpot')mm’ma: 06.2023
Jara aaxinwenns ¢crpoxy mpunarnocric 06,2023
Hadtvenynaimis, MiCuesuaxo/ohesion s poduursa: Rapmarcrinit dapmavestumpit sano Homsda AT,
gyn. Kaponerosa, 22/24, 01-207 Bapusess, ITossisa
Howmep aiensil: 109/0102/15
Cepragivary signosinnocri GMP: IWPS.405.116.2019.KK.1 WTC/0102_02 01/278

>, 21wy mnop
. e3YILTATH
TToraznnkn srocri Bumorne MK Pesyn
" - Hporsirom vepsiny
Ha moment sanycky A
. npuAATROCTI
Onue Bina eycnewsis, wiens 15 ¢ crpynvypauns BILALOBINAE BAMOTaM
Bisyansio oaHOpifHE postoaineHus ThepaoT gain 3 uacoM
ocizaans MimiMyM 2 XBIIHHH.

OF em poaunay 18 KOHTelHepi He meubmie 3,0 mu Bianosinae BUMOram
BAIHAYCHAN BOIMTHHEY JHCHEPFOBAHAY YECTHHOK BIANORIHAE BHMOTAM
(aixpockoenivmil Meron)
- Glimpre 25 MeM < 20 sacrHnok BTANOBLARE BUMOTAM
- Gimpe 50 MM . S 2 YacTHHOK BIMOOBINAE BHMOTAM
- Binmie 30 vxm Bigeyrui BiAOBINEC BHMOTAM
pH 5,0-6,5 5.8
CeMomsIsicrs 280 - 320 MOcm/xr 302 MQOcm/xr
Inenradivanis roGpamitgy BIATIOBIAAE BHMOTAM
1. BEPX Binroninae xpomarorpami spazka BiANOBIAE BUMOTAM
2. Komsopoea peaxyin 3 spnacroen Gioneroso-Gnaxurae 3abapsacuns | Bianopizac BUMOranm
Tnenrndikania Joxcamerasony Binmosiae xpoMazorpami spaska BIIMORI A€ PUMOran
1. BEPX : Bianonijae XxpoMaTorpami spaska BLINORI HAC BUMOIAM

2. BOMX ¢ Ya-demesmopos ne diodwutl mompuyl | Bianosinae eTanornoMy cranjapTHoMy cnextpy | pianosigac saMoram
Bix 210 5M no 400 am
Amax = 241 Hv k2 BM

Tnewendicanin Sersanconio snoprjy 3 apnserne Siavrae saiapiren s BHLOBIBAE BEMOTaM
(TaTpUMETPHYCCKIM METOX) IRKIQPMETAHOBOTO IapY

Tnexrradixanis gunarpiio exerary Bincyrast sming 3a0apBieHHsS postuny BIRNOBIAGE BUMOraM
(TarpuMeTpHSecKHil METOR) wicas ponasagug 0,5 M THTpanTy

Cynposimui pomimxu roSpaminany (BEPX) BiAnOBifaE BUMOTraM

- KOMCHE OANHMUAA A0OMINKA < 1,0% o 1< 0.25% {(Mexa iropyBauHs)
- THIBXH OFa MOoMiTKa >0,5% HE FHaB

- CYMA HOMINIOK = 1,5% < 0,25% (Mexa irBopy BaHRY)
Cynposinni nominks jgexcamerasory (BEPX)

- OUBHMIHE AOMILLKA < 0,3% < 0,5% 0,12%

- CYMA JOMINOK < 0,5% < 1,0% 0,12%
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waw.polfawar.conpl

«losvha Bapmasa AT»
(Polfa Warszawa SA)

Bapmancuiad (apmatesrauied sanoi Hossda AT Menusmii g + 48 22 691 35 65

(Warsaw Pharmaceutical Works Polfa §:A.) Binuin excriopraoro sfyry: + 48 22 691 36 42

Byn. Kapomsxona, 22/24, 01-207 Bapuane, Tlonsma

(22124 Karolkowa St., 01-207 Warsaw, Poland)

Oupynnuit ey Micra-cromul Bapuasy, XIIT komepuistanti ipposain npu Haujowansuomy cyni, mouarkosuif xamiran: 230 000 000

snoTHx; ciragennii kaniran 230 000 000 anorax
REGON: 000043937 NiP: 525-000-04-81 KRS: 0000147193

CEPTHOIKAT AKOCTI Na: 475 7307
Hadimenypanns npoayeuit: TOBPOCONT® ~AEKC, xpanri ouni, cyenensis, (3,0 v/1,0 Mr) 81 M0
Jeprrana-pupotmui: Honsma
Hemep pecerpauiitnors moesinwenns: UA/14326/01/01
Cuna pi¥awrasniers: 1mMa eyenensil micryrn: ToSpamimuny 3,0 Mrta 1,0 Mr nexcamerasony
Jiwapenka dopmaz wpanni onni, cyenensis (3,0 mr/1,0 mr) / mn
Poamip Ta Tun nakysamms: 00 5 omr y duaxomi-gpanensauui Nel; no 1 dnaxouy-xpanessaunl Y Kaprodnii xopodui 3
MAPKYBAHBSM YKPATHCLKOI MOBOIO '
Homep cepil: 01280623
Poamip cepils 35264 yrmaxopox
Jlwra supoSnmcrsa: 06,2023
Jlara saxivvenns crpogy npuaataoeri: 06.2028
Hafimenysanns, MicteanaxokxeHns supobunursa: Bapuancrcuit GapmauesTuinui 3asog [tonsda AT,
avar. Kaporskosa, 22/24, 01-207 Bapmasa, Honsma
Homep miuensits 109/0162/15 '
Ceprudicatn ginnosigmoeri GMP: 1WPS.405.116,2019.KK.1 WIC/0102 02 01/278
Baicr toGpamiupsy B 1 M1 IPenapary BiHocHo

sansaeHoro svicry 3 mr (BEPX) 95,0%-105,0% 99,2%
BMiceT pekcaMeTa3oRy B 1 MI iipenapaty BiamocHo
Ao sagmaenoro smicry 1 mr (BEPX) 95,0%-105,0% 104,3%

Bmicr Gensanxoniio xnopuay 5 1 M npenaparty
RigHOCHO 3agB/eHor0 BMicTy 0,1 M1Y M 90,0%- 110 % 98,2%
(THTPUMETPHICCKAR METOR)

Buicr warpiio exerary B | Ml TIpenapary

BinpocHo saganeroro emicty 0,1 Mr/ mn 90,0%- 110 % 99,2%
(reaTpEMErPHYCCKHN MCTOR) ’
Crepumsricrs (Meron MemGpaimol dinsrpauii) Cropuananit CrepuiILHui

Bucronok: HpenapaT sianorinae sumoram MK UA/14326/01/01 aapecerposannx ma ceell Ne 222 pin 16.04.2015 poxy
peeerpaniine cainouTso T4 3mina N 1819 aarnepixena 27.08.2021 poxy.

Hara odopmnenss ceprudikary: 06.07.2023 poxy 3aTBCPRHB.
Kepinuuk BIIALy KOHTPOMO TKOCT
{Quality Control Manager)

- AOWNIK LABORATORIUM
KV GOTOWIAWGZEGO
| CERTYHIKACI

Beata Galgzka

Lluat 3 aaceimayro, wo Hasegena suumwe indopmauis € BOCTOBIPHOK TA TOUHOW. LU0 cepito tponykIgl 6yno pupodneno (BmOUAIOUM
NAKYBAHHA/MAPKYBARKA) 15 TPOBENEHO KOHTPOsh i sivocr! Ha RHue3astaueHiil ninsuuul y nosHil sinnorigrocri 8 sumoramy GMP,
BCTAHOBIENAMA MICHEBHM DEFYIATOPHAM OPTAHOM, & Taxwk Biauosimne no cnenudixanii, wo Mictwrses y peecTpauifinomy zocke.
TTpoToKO/ BAPOSHAITTBA, NAKYBAHNA Ta BHANIZIB Gy0 NEPErIIHYTO Ta BoTagoneno sixmonianicrs GMP.

Im'st 18 nocana 0coBH, YROBNOBAKENO] BUIATH J038iN Ha BupomauTso cepil:
S niaTpepKyio QT BHITYCKY Cepii.
Jlerra nuzaui: 06.07.2023 poxy Ynosuoprena ocoba  (Qualified Person)

Osoba Wykwalifikowana (QF)
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JTEPKABHA CIYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHIEBI

npos. Hanii CeitnuuaHoT, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon CJIPTIOY 37079055

BUCHOBOK
npo siKicTh BBE3eHOro B Ykpainy AikapcLROro 3acoBy
20.09.2023 Ne 47878/23/26
TOBPOCONT®-AEKC

y(m\‘mseuylm‘mm RKAPCLKOTO JacaBy 3riano 3 peccrpauiiiiam HocBiAMCHHAM)
.

kpamiti ouni, cycnensis (3,0 mr/1,0 Mr) B 1 ma; 110 S may Q)Jxamommpanenbmmi; no 1
(bnalcouy-l‘cpanenmmui g wapronniii Kopolui

‘ ((opMa BUITYCKY, JO3YBAHHA, B NAKYBarHs JIKEPCHKAro 3ac06Y)
HoMep peecTpauifiHoro nocsiAteHHA UA/14326/01/01 crpox aif peecTpAIHHOrO NOCBINYCHHS HeoOMeXeHHH
Cepis nixapebkoro sacoby Ne 01ZB0623 KinbKicTs BBEIEHOTO Jikapcbkoro 3aco6y 15320

BupoOHHK BapluiaBcbKU# (bapMaLeBTHIHAN 3aBOL [Monstda AT, Tonbiua
(saRMeHYBAHRA supobHHKa nixapcekoro 3acoby, Kkpatia TOXOKCHHR)

Bresexo B Y kpainy TopapHCTBO 3 06MEIKCII010 BiANOBiAAALHICTIO "TIOJIb®APMA
TOA", iacuT. KO 42781598

(HafMenyBalH: T8 KO 38 CAPITOY 1opuannoy ocobu abo np'r.mmue.'i.\«'ﬂ, no Garukoni
diznunot ocobu - nianpremus, 7 micue NPOXHBANHS T] peceTpaLiiinng HOMEP oBnikonol
KApTKH NAATHAKS noaaTkis a6o cepis Ta HOMEP nacnopTa)

TlpoTOKO Bi3yallLHOTO KOHTPOLIO 5in 25.07.2023 Ne 2094/7.
JlaGopaTopHui ananis aKkoCTi NiKapcsKoro 3acoby 3pifichenui:

JII1 "LienTpannsua na6opartopis 3 aHanisy 4KOCTI NiKapCLKUX 3aC00iB i MemuHoT pOAY KUl
(m.Kuis, Byn. Kynpascska 10r m.KniB, Byn. Kyapascbka 8B Kuiscbka 061acTh, C. Hosi

[lerpisui, ByJL. IBana dpanka, 19)
(HaliMeuyBaHHS Ta MICUEIHAXOJDKEHHS naBoparopil, Wo Npopeaa naGoparopHHi axadis HKocTi)

BHCHOBOK 11010 AKOCTI NiKAPCHKOTO sacoGy, BrnaHuit nabopatopieio ain 11.08.2023 Ne 1382
PesyabTaTi 1abOpaToOpHOrO anaizy AKOCTI AiKapCLKOro 3acoBy 3a nepesipeHUMH NOKa3HUKAMU gianoBiaal0TH
SMMOraM METORIR KOHTPOJIIO aKocTi (QHGJIi'l‘H‘lHO-HOpMaTHBI'lOT JOKyMeHTaliT).

3a pesyNbTaTaMu AEpHKaBHOTO KOHTPOMMIO  BCTAHOBEHO, 1O nikape
FVI-oUMQY, 38KOHOAABCTBA ILOJO 3aGeaneue s SKOCTi JA

KOHTPONK) (niaAnuc) (inigiany Ta npissHLe)




