JTEPXKABHA CIIYKEA 3 JIKAPCBKHMX 3ACOKIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npoB. Ceitnuynoi Haaii, 3, M.Kuis, 02099, Ten/paxe: {044) 363-06-50 |
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOr0 B YKpaiHy JiKkapchbKoro 3acoly

06.12.2023 Ne 50342/23/10

BAJICAPTAH-TEBA

J

(safiMeHyBaHus TiKAPCEKOrO 3ac06y 3riHO 3 peecTpariliHm HOCBiITEHIIM)
TabJeTKH, BKPHTI I/IIBKOBOIO 060/10HK00, 110 80 Mr; 1o 10 Tabierok y 6aicrepi; mo 3
OsicTepn y xaproumiii Kopooui

(dopma BuIyCKY, Ho3yBAHKS, BHA NaKyBaHBA JKapChKoro 3acoby)

Howmep peectpaniiinoro noceinuenns UA/5463/01/02 CTPOK Aii peectpanifinoro noceiggenns 01.01.2099

Cepis nikapcexoro zacoby Ne 141145 Kinekicte BBe3eHOrs nikapenkoro saco6y 14402
BrpobHux bankandapma-JIynaug AT, boarapis .
(naliMenyBanns BUpOGHUKa TiKAPCHKOTO 3ac00y, KpalHa NOX0/DKEeHHS)
Breseno B Vipainy ToBapncreo 3 o6Meskenoio BiTnoRizaabHICTIO "Tera Ykpaina'", igenr.
xon: 34770471

= ey
(saimMenysanns 1a xoa 3a CJPTIOV ropuANIHOT 0cobu abo npizrune, iM'a, o 6aThKOBI dbiswanot
0co0u - minnpuemud, it Micte rpoxuBanns Ta peecTpailiHEuH Homep 001KOBOT KapTKH INVATHHES
HOAATKIB abo cepis Ta Homep macnopTa) -

liporoxon sisyansnoro wourpomo eig 16.10.2023 N 3243/5.
JlaGoparopuuii ananiz skocri JIKAPCHKOro 3aco0y 3aiiicHeruii: -

AT "llenrpansua naGoparopis 3 aHanisy sxocri JIKapCHKUX 32co6iB | MeauuHol npoyyKuii"
(M.Kuis, Bysn. Kyapascexa 10r m.Kuis, By1. Kyapseceka 8B Kuischka obnacts, ¢, Hosi Iletpien,
BYJ. IBana ®panka, 19)

(HaMeHyBaHHS Ta MiCLe3HAXOKEHHS IabopaTopii, 1o nposesia nabopaTopuwii aHais AKOCTI)

BHCHOBOK 110710 AKOCTI JIiKapCHKOTo 3aco6y, BuaaHmMil naboparopiero 8ig 23.11.2023 Ne 2201

Pesynsratn naboparopuoro aranisy sxocri JKapcsxoro 3aC00Y 3a nepeBipeHuMH NoKasHUKaMu BIANORINAIOTEH
BHMOI'AM METOMIB KOHTPOIHO SKOCTI (aHaniTHYHO-HOPMATHBHROI JOKyMeHTALT).

3a pesynbTaTaMK AepKaBHOrO KOHTpOJTIO BCTAHOBJIEHO, IO JTIKAPCLKHH 3aci0 BRe3eno B YKpainy 3
AOTPHMAHHAM BuMOr 2aKoHONaBCTEA I0AA0 3a0e3NeYEHHS AKOCTI TIKAPCHKHUX 3ac06iB.

Bitaniit BOHJAPEHKO
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Kop matepiany
Onuc marepiany
Cepin

Hara supobnvyrea

Ymosu 3bepiranHa
ApXiBHa KiNbKictb

Ceptudikar sunycky cepii

1211747

Homep cepii ana
iHCneKL}

7

18-BepecHa-2023
17:17:28

40000203812

Bancaprad -Tesa, Tabnetku, BKpUTi nAiBKOBOK 06010HKOW, No 80 mr, Ne30 (3

Gnictepu x 10 Tabdn.)
141145

20 nvunuAa 2023
He suwe 25°C
18

Poamip cepil

TepmiH npnaaTHOCTI
faTta nakyBaHHA

14492 ynakosKu

naneds 2027
11 sepecHs 2023

Nlikapebka popma TabneTkr OpanbHi BKPUTI TYn naKyBaHHA bnicTep
NAIBKOBOK 0B60NOHKOWO

Cuna aii/AkTnBHicTb Bancaprad 80 mr Poamip ynakoBKuU 30

KpaiHa noxoa)XeHHA bonarapis Koa npoayKTy Ha pUHKY -

KpaiHa-imnoprep YkpaiHa Homep peecTpavniiHoro UA/5463/01/02

NOCBigYeHHA

AinbHMUA, ulo BignoBigac 3a BUnNycK cepii

Ha3Ba bankandapma-ynHuua AT,

agpeca Byn. CamokoBscbKe woce, 3, lynHuya, 2600, Bonrapia

HoMep AiueHsii BG/MIA-0391

Homep cepTrdikaTa BianosiaHocTti GMP BG/GMP/2023/244

AinbHKua, Wo Bianosinae 3a KoHTPOAL cepii

Ha3Ba bankangapma-AynHuua AT,

aapeca Byn. CamokoscbKe woce, 3, Aynuuua, 2600, Bonrapia

HOMeEP AiyeHsii BG/MiA-0391

Homep ceptndikaTa sianosiaHocti GMP BG/GMP/2023/244

AinbHUUA, WO BIANOBIAAE 3a NnakyBaHHA cepii

Ha3Ba Bankangapma-Aynuuua AT,

agpeca Byn. CamoKoBCbKe wWwoce, 3, flynnuug, 2600, Gonrapia

HOMED NileHs3ii BG/MIA-0391

Homep ceptudikara signosigHocti GMP BG/GMP/2023/244

[lakyBanbHi marepianu SKU nakyBaHH#A Cepii Homep nepernany

F.VALSARTAN -TEVA 80MG TAB UA 4503250 6000009994

L.VALSARTAN -TEVA 40 80 160 320 MG TAB UA | 4503252 7000035496

LVALSARTAN -TEVA 40 80 160 320 MG TAB UA | 4503252 7000060881

L.VALSARTAN -TEVA 40 80 160 320 MG TAB UA | 4503252 D100005730

B.VALSARTAN -TEVA 80 X 30 TAB UA 4503253 7000035615 [ é’ Yy
B.VALSARTAN -TEVA 80 X 30 TAB UA 4503253 7000060253 I] 30

AinvHnua, wWo signosigac 3a BupobHULTEO

cepii “in bulk”

Ha3Ba bankandapma-AynHuua AT,

agpeca Byn. CAaMOKOBCBLKe woce, 3, AynHuuga, 2600, boni raplﬂ
HoMep niueHsii BG/MIA-0391

Homep cepTudikaTa BignosigaHocri GMP BG/GMP/2023/244

Onunc SKU Homep SKU cepii darva supobHuuTBA
BancapraH 80 mr 2 000 000 32090676 2000082834 | 20 aunHa 2023

Pran. o 1995 b 08 413 @1/_
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HinbHUUA BUpoHHULTBA AiIOHOT peHOBUHU

Ha3Ba HenszaH Xyaxai ®apmacesTikan Ko.,
afpeca YyanHaH Ayk'ao, 317016 NiHxan, nposiHuia XMensaH,
Kutan

HOomep nileHsii
HOMmep ceptudikaTa BignosiaHocti GMP

Homep FEI N

Onuc SKU Homep SKU Homep cepii CEP/DMF

BancapTtaH 2101043 5000020917 R1-CEP-2010-072-REV 02
BancapTaH 2101043 5000020927 R1-CEP-2010-072-REV 02

Po3cnipyBaHHA - BiaCyTHIN
Mpouec sanipauii cepii - BigcyTHIN

1. fAaHHuM 2 NigTBEPANKYIO, WO BULIE3A3HAYEHY CEPIl0, BKAOHAIOHU MPOMIKHI NPoOUECH Ta AKTUBHI pevyoBUHHU, Byno
BUNYLWEHO ANA NPOAAXKy HA PUHKY.

2. laHHUM 8 3aaB0a10, WO NoZAaHa Bulle iHGOpMmaLlia € AOCTOBIPHA Ta TOYHA. [aHa cepia npoayKty byna BUIroOTOBASHA,
BK/IHO4AlO4W NaKyBaHHA | NPOBEACHU KOHTPONbL AKOCTI Ha BKa3aHili BUPOBHMWYINA AinbHUL Y NOBHIN BiANOBIAHOCTI A0 BUMOT
GMP, BCTAHOBAEHMX MICUEBUM PEIYNIATOPHUM OPraHOM, a TAKOM y BignosigHocTi A0 cneuudikauii go PM kpaiHm-
IMNopTepa Ha npenapar.

3. [1pOTOKOM BUPOBHUILTBA, yNaKOBKM | aHani3y cepii 6yan posraanyTi | BUSHAHI TaKUMM, O BIANOBIAAITL BUMOTram GMP
| TexHiyHOT yroam.

KomeHartpi:
loBHa Ha3Ba AinbHUL WO BiANOBIAAE 38 BUPOOHULTBO Ail040i peyoBuHN BancapTaH : HeitzsH Xyaxaii
®apmacesTikan Ko. TA.
[onepegHin Homep GMP ceptudikary : BG/GMP/2022/204
Ceptudikar ananisy Ne 368569 ([arta 18.09.2023)
Ceptndikat sunycky cepii 4137

Bunyweno: Mariana Stoilova, ynosHosaxeHa ocoba. Hata/uac: 18 sepecnra 2023, 17:16:48

HOKYMEHT CTROPEHUIA B @NEKTPOHHIN CUCTEMI 3 eIeKTPOHKUM Nignucom
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Binain koHTpono akocti, flynHuusa, boarapin
CEPTUGDIKAT AHANI3Y TA BIANOBIAHOCT!

[Mpopaykr: BancaptaH -Tesa, 80 mr -

NocunaHua Ne: | 32090676 Homep cepii 2000082834

MeTtoa; SDIR006360/10 TepmiH NPUOATHOCTI 19 nunuHa 2024

Harta BupobHULTBa: 20 nunua 2023

Cneuundikauia Ne: AS001106/10 Homep ceptudikaty 368569

aHanisy LIMS

Hata aHanisy: 18 BepecHa 2023 PO3MIp YyNakoBKK -
NoKazHKK Aonyctumi mexi Pe3ynbratn -

30BHiWHIK BUrAAA Kpyrni, poskesi, aBoonykni Tabnetku, BKpuTi | Bianosinae

NAIBKOBOK 0D0AOHKOW, 3 aorotvnom «V» 3
OZHIEI CTOPOHMU i AiHiek po3nomy 3 060X CTOPIH
Ta no Borax.

|neHTUGIKaLiA - BazicapTaH
- BEPX Flig yac KiNbKICHOTo BU3HAYEHHA 4ac Bignosipac
YTPUMYBaHHA OCHOBHOTO Nika Ha xpomaTorpami
BUNPOBYBAHOIO PO3YUHY CRIBNAAAE 3 TAKMM Ha
XpomaTtorpami CTaHAapPTHOrO PO3YMHY.

- TLLX 3HaueHHA Rf 0OCHOBHOT nhamM, OTPUMAHOI 3 Bignosiaae
BUNPoBYBaHOTO PO3UKHY, BignoBigae Takomy,
OTPUMAHOMY 31 CTAHAAPTHOIO PO3YUNHY.

TuTany agiokcun 3abapBsneHHs Big NnoMapaHYesoro A0 TecT He
YePBOHOFO 3’ ABAAETLCA NICAA A0AaBaHHA NPOBOAUBCA
BOAHIO MEPOKCUAY A0 3pa3Ka 30U CrajeHux
TabneTok, nonepeagHbo PO3UUHEHOTO B PO3UUHI
amoHIilo cynbdaTy | CipYaHoi KUCAOTH,

He nposogark pyTMHHO. BunpobysaHHA NposoaaThL
Ha nepwux 3-x BUPOBHUUYMX cepisax.

3anisza oKkemna
Npu AogaBaHHI A0 PiNbTPaTy Kaniko TecT He
pepouianigy yTBOPHETLCA CUHIM OCaL, AKWIN He NPOBOANBCA
PO3YMHAETLCA ¥ PO3BEAEHIN XAOPUCTOBOAHEBII
KUCAOTI.

He nposoaaTe pyTUHHO. BunpobysaHHAs NpoBOAATL
Ha nepwyx 3-x BUpobHUYUX cepiax.

CTiMKicTb 0,0 po3aaBAIOBAHHA

(€8.9.2.9.8)

CTiMKICTb A0 PO3AABAIOBAHHA — He merwe 30 H 91H
MiHiManbHe 3Ha4YeHHA

CTinkicTb 0 pO3AaBAOBaHHA — He meHwe 30 H 106 H
MaxkCMmanbHe 3Ha4YeHHA

CTitKiCTb A0 PO3aaBNIOBaHHA — He meHwe 3 S99 H

cepeaHe 3Ha4YeHHA

Po3unHenHAa BancapraHy yepes 30
xB {€B.D. 2.9.3)
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Cyma gomiwok NDMA ta NDEA

He 6inbwe 0.082 ppm

PO34MHEHHA — miHiIMasibHe 3HavyeHHA | He menwe 85% (Q+5%) 97 %

Po34nHEHHA — MaKCumanbHe He meHwe 85% (Q+5%) 101%

3HaYEeHHSA

PO3uYuHEHHA — cepefHE 3HA4EHHA He meHwe 85% (Q+5%) 100%

Crapin nporaeHo 1

Brpata B maci npu BUcywwyBaHHI He binbwe 4,7% 2,0%

BuaHayeHHA HiTpo3amiHiB |
NDMA He 6inbwe 0.300 ppm <0,030(0.008)ppm
NDEA He Ginbwe 0.082 ppm He suasneHo ppm

He

(Akwo obunasi BUABACHI) 3aCTOCOBYETHCA
PPmM

CepepHa maca TabneTku 177.84 mr— 196.56 mr 185.7 mr

OpHopigHiCTL £030BAHUX OAUHULLL

(Bapiauia macu)

OaHopiaHicTL A030BaHUX 0AMHKLL - | Bianosigae €s. . (2.9.40) 2.3

AV

CTagin npoiaeHo 1

Moain tabnerok Bignosipae sumoram €8. 9. BianoBsinae

CynyTHi aomilLKK
- KOXKHa cynposigHa A0MillKa

He binbwe 0,2%

<0,05 (0,021) %

- CyMa AOMILLIOK He binbwe 0,7% <0,3%
D-sancapraH (Jomiwka A) He 6iabwe 1,0% 0,7% (0,703%)
KinbKicHe BU3HaueHHA 95 - 105% Bia 3aABAEHOI KINbKOCTI BancapTaHy 98%
(76,0-84,0 mr) 78,7 mr
Mikpobionoriuna
Axicte {€8.P. 2.6.12 i 2.6.13)
- 3aranbHa KiAbKICTb aepobHux He Binbwe 10° KYO/r TecT He
MiKpoopraHizmie (TAMC) NPOBOANBCA
- 3aranbHa KiNbKiCTb APIXAKOBUX Ta | He Binble 102 KYO/r TecT He
naiceHesux rpnbis (TYMC) NpoOBOAKBCA
- E. coli BiacyTHa B 1r TecT He
He npoBoAATh peryAsapHo. BunpobysaHHA NpoBoAATL Ha NpoBOAUBCA
Aepuikux 3 cepiax, a novim Ha KOMHIM 10-i  cepii.
BunpobyBaHHA NPEBOAATL MIHIMYM OAUH PA3 HA DIK.
NMocnnaHHA —
Mepernanyro: ......... Vanya Lazarova Aara: 18.09.2023
Crapln¥ aHaAiTMK {nianwuc)
3aTBepAMEHo; ......... Vanya Lazarova fara: 18.09.2023

Crapwmi asanimk

?QODMI
M
,

(nianuc)

Homep 3BiTy 239940




