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Kop matepiany
Onuc matepiany
Cepina

flarta eupobHnLTEa

¥YmoBHU 36epiraHHn

ApxiBHa KinbKicrs
Nikapebka bopma

Cuna afi/ AkTusHicTs
Kpaina noxogmerHa

05-rpyans-2024
11:52:16

Ceptudikat BUnycKy cepii

1211748

Homep cepii ana 40000292351

iHCcnexui

Bancaptan -Tesa, TabneTku, BRpUTI NAiBKORGIO obonoHkoto, no 160 mr, N30 (3

Baictepy x 10 Tabn.)
164310

27 OBTHA 2024

He Buuie 25°C

18

TabneTku opantHi BKpUTI

NAiBKOBOK 0B0ACHKOID

Bancapran 160 mr
bonrapin

Poamip cepii 14809 ynaKoBrmn

Tepmiun npugatHocTi KoBTeHb 2028

HAara nakysaHun 14 nuctonaga
2024

Twvn nakysaHHR Gnictep

Poamip ynakosku 30

Koa npoayKTy Ha pyHky -

Kpaiha-imnoprep

YKpaiHa

nocsigyernn

Homep peectpauiiinoro UA/5463/01/03 "

AlinbHnua, wo sianosinae 3a BUNYCK cepii

Ha3ga
afpeca
Homep AlyeHsii

Homep cepTridikarta BignosigHocti GMP
AinbHuua, wo sianosigac 3a KOHTpoAb cepii

Ha3Ba
aapeca
HOmMep AiLeHsiT

Homep cepTuginara signosianocri GMP
Ainbhluua,uo signosigace aa fakyBaHHA cepli

Ha3isa
afpeca
HOMep niueHsif

HoMep cepTudikata sianosiaHocTi GVIP

BasikaHbapma-AynHuus AT,

By/1. CamoKoBCbKe Wwace, 3, LynHuua, 2600, Boarapia
BG/MIA-0427

BG/GMP/2023/244

bankaHndapma-Aynumua AT,

BYA. CaMOKOBCHKE WoCe, 3, AynHuus, 2600, boarapin
BG/MIA-0427

BG/GMP/2023/244

bankandapma-AynHuua AT,

By CamMoKoBCbKe Woce, 3, Aynuuus, 2600, Eonrapia
BG/MIA-0427

BG/GMP/2023/244

F‘lakysanbﬂi maTepianm SKU nakysauHAa Cepii Homep neperasay
FVALSARTAN -TEVA 160MG TAB UA 4503251 6000032215 | M
FVALSARTAN -TEVA 260MG TAB UA 4503251 6000031484 | 01
L.VALSARTAN -TEVA 40 80 160 320 MG TAB UA | 4503252 7000085132 | 01
L.VALSARTAN -TEVA 40 80 160 320 MG TAB UA | 4503252 7000083456 | 01
B.VALSARTAN -TEVA 160 X 30 TAB UA 4503254 7000084618 | 01
LB.VALSARTAN -TEVA 160 X 30 TAB UA 4503254 7000082948 | 01 J

Ainbuuua, wo Bianoeigae 3a BUPOBHMLTBO

cepii “in bulk”
Ha3ea
agpeca

bankandapma-OynHuua AT,
BY/1. CamOKOBCbKe Woce, 3, [ynHuus, 2600, bonrapis

HoMep AiueHsii BG/MIA-0427
Homep cepTudixarta signosigHocTi GMP BG/GMP/2023/244

'_Onuc SKU Homep SKU cepil Harta BupobHuuTsa
Bancaptan 160 mr 1 000 000 32090921 2000129889 | 27 ;xoBTHR 2024

Px 6?14/5///75‘
0d.0r2¢8 %///
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BinbHuuA BUpOGHKLUTEA Ai104M 0T PEYOBHUHMU

Ha383 Herzan Xyaxalt PapmacesTikan Ko, Atg

afpeca HyanHaH [lyk'ao, 317016 flixald, nposiHuis MersnaH,
Kutan

Homep niueHsii ZHEZ0000311

Homep cepTudikaTa BignosigHocti GMP IT/E/GMP/API/07/2024

Homep FEl 3030356495

Onuc SKU Homep SKU Homep cepii CEP/DMEF

BancapraH 2101043 5000031520 R1-CEP-2010-072-REV 02

PoschaigyBaHHa - BigcyTHIN
MNpouec Banigauii cepii - BigcyTHIN

1. AanHum A nigreepamylo, wo BUlLE3a3HaYeHyY Cepilo, BRAIOYAKHYM MPOMIXKHI POLIECH Ta aKTUBHI pevoBMHYK, ByAo
BUMNYLLEHO JNA APOAAMY HA PUHKY.

2. [laHHrm 51 338BARI0, WO NogaHa BuLe iHbopmauis € AocToBipHa Ta TouKa. HaHa cepin npoaykty Byna BUTOTOBNEHa,
BK/O4I04M NAKYBAHHA | NPOBEALHUIA KOHTPO/b RKOCTI Ha 8Ka3aHIl BUPOBHUYIR AinbHML] Y NOBHI BIANOBIAHOCTI 40 BUMOT
GMP, BCTaHOBNEHMX MICLEBUM DPETYJATOPHUM OPraHoM, a TakoM y BignosigHocTi Ao cneuudikauii go PN xpainn-
iMNopTepa Ha npernapar.

3. NMpoToxonu BUpoGHULTEA, YNEKOBKY | aHanisy cepil BYN1 po3rnAHYTI | BUSHAK] TAKKUMM, WO BiANOBIA3OTL BUMOram GMP
i TexHivHoT yrogun.

Komenarpi:
ToBHa Ha3Ba AiNBHULI WO BigNOBigac 3a BUPOBHKLTEO Aol peuosHn BancapTaH : Melisan Xyaxan
PapmacesTikan Ko. AT/,
Ceprudirat aHanisy Ne 473188 (fara 04.12.2024)
CepTudixat sunycky cepii 5431
Bunyweno: Vasil Vasilev, ynosHogaxeHa ocoba. Darafuac: 05 rpyona 2024, 11:52:14

TR
O L T
v&@ B\

A

a’?‘:?sﬁfiﬁ b
Vi PAIRA

ppgrapiEa e

naz7osTh

LAMORS

JORYMEHT CTBOPEHNiA B @N1eKTPOHHIA CHCTEMI 3 eNEKTPOHHUM NianMcom

Rl




teva

Biagin koHTpoao skocri, HAynHuua, bonrapis
CEPTHU@IKAT AHATTIZY TA BIOANMNOBIAHOCTI

MpoAykT: Bancaptad -Teea, 160 mr

MNocunakHs No:

32090921

Homep cepii

200001298382

Meton:

SDIR006361/11

Tepmin npuaarHocTi

27 wosTHA 2025

Hara supobHuurea;

27 WOBTHA 2024

Cneumdikauis Ne: AS001109/14 Homep ceptudikary 473188
adanisy LIMS
Lﬂara aHanisy: 04 rpyaHs 2024 Po3mip ynakoskm =
[ MoKasHuk Jonyctumi mesxi Pesynbtatu
30BHIWHIA BUrnag, MoBTi, oBanbHi, gsoomykai Tabnetku, BRpWTI | Bignosigae
NAIBKOBOK 0BCAOHKOK, 3 NOroTMAOM «Vn 3
OAHIEl CTOPOHM Ta jiHicio po3aomy 3 iHWOT
CTOPOHUW Ta no BoKax.
laenTudikagia - Bancaprau
- BEPX Nig 4ac KiNLKICHOTO BU3HAYEHHE Yac Bignosigae
YTPUMYBAHHA OCHOBHOfO NMika Ha XpomaTarpami
BUMPOBYBaHOro PO3UMHY CMIBNAAAE 3 TAKUM HA
Xpomarorpami CTaHA3RTHOrO POIHMHY.
- TIUX 3HavenHs Rf ocHogHO! NAAMMK, OTPUMAHOT 3 Bianosigae
BUAPO6YBAHOIC POIUMHY, BIANOBiAAE Takomy,
OTPUMEHOMY 3i CTaHA3PTHOTO POIUMHY.
TuTany giokcua 3abapeneHHa sig nomMapaHyeBore Ao Tect He
HEPBOHOTO 3 ABNAETLCA NICAS 40AAB3HHA NPOBOANBCA
BOOHIO NEPOKCUAY A0 3pa3Ka 30K CraneHmnx
Tabnetok, nonepeAHLo POsYMHEHOrO B po3YMHI
aMOHII0 cynbdaTy i CipYaHol KMCAOTK.
He npoBoAATL pyTHHHO. BunpobysaHHs nposogaTe
Ha NepliuX 3-x BAROBHUYNX cepinx,
3aniza okeug
Mpn poaasadni 4o dinbTpary Kasio TecT He
depouiaHiay yTBOPIOETbEA CiHI ocaf, AKUKA He RPOBOAMECA
POSHMHAETLCA ¥ PO3BEARHIN XNOPUCTOBOAHEBIH
KuchoTi.
He nposoaaTh pyTMHHO. Burpobysanna nposogaTs
Ha Nepwux 3-x BUPOGHUYKX cepisx.
CrilikicTe A0 pospasnosaHHs
(€8.9.2,9.8)
CrifkicTe A0 po3aaBnioBanHA — He meHwe 90 H 129 H
MiHiMmanbHe 3naqeHHs
CTHAKICTE 80 pO3AaBABaHHS — He meHwe 90 H 177 H
MAKCHMaNbHE 3HAYEHHSA
CrlAKkicTb 40 pO3AABACBAHHS — He meHwe 90 H 163 H
cepeaHe 3HaYeHHs
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PosunMHeHHs Bancaprany

PosHuHeHHA — miHiManbHe aHaveHHA | He meHie 85% (Q+5%) vepea 30 xpunuH 94 %
PO34YMHEHHA — MaKcumansHe He meHwe 85% (Q+5%) uepes 30 xsunuy 99 %
3HaYeHHA

Po34nHeHHs — cepe AHE 3HAYEHHS He meHwe 85% (Q+5%) yepes 30 xB8uAnH 97 %
Crapiii npoiiaeHo 1
CepepHn maca TabneTiu 355.68 Mr—393.12 mr 367.3 mr

OnHOpigHICTL A030BAHMX OAMHML L
{sapiauin mack)

OAHopiaHicTL Ao30BAHMX OAMHMLL - Bianosigae €a. ®. (2,9.40) 3.7

AV

Cragii npoigeHo 1

Btparta 8 maci npu BUcywyBaHHI He Ginbwe 4,7% 1,5%

Mogin Tabnertok Binnosinae sumoram €a.0. Bianesinae

CynyTHi gomilukm

- KCXKHA CYNPpoBiaHa pomiluKa He 6inbwe 0,2% <0,05 (0,009) %

- CYMa JloMiWox He Binblue 0,7% <0,7%

D-ancapraH (Jomiwka A) He Elnbwe 1,0% 0,4% (0,355%)

KinbKicHe BU3HaueHHsR 95 - 105% Bia 3asBnerol KinbKocTi BancapTaHy 97%

{152,0-168,0 mr) 155,1 mr

BuinaueHHs HiTpolaminie

NDMA He Ginbwe 0.300 ppm 0.059 ppm

NDEA He 6inbwe 0.082 ppm He Bnasnero ppm

Cyma aomiwok NDMA 1a NDEA He 6inbiwe 0.082 ppm He

{AKwWo obuaei BMABNERI) 3aCTOCOBYEThCH
ppm

Mikpobionoriyua
Axicte (Ep.P. 2.6.12 | 2.6.13}

- 3aransha Kinbkicts aepoBHUX He binbwe 10° KYO/r TecT He
MiKpoopraHizmis (TAMC) NpeBOAWBECA
- 3aranbHa KinbKicTb APBKAKOBMX Ta | He Binbwe 102 KYO/r Tecrt He
nniceHesux rpubis (TYMC) NpoOBOAMBCH
- E. cali BigCYTHA B 1r Tect He

He nposogAts peryaspHo. BunpobysaHha npososaTL Ha NpoBOAKBCA
nepuwnx 3 cepiaX, a noTiM Ha KoM  10-if cepii.

BunpobysaHHA npoBoAAThL MIHIMYM OAWH pa3s Hz pik, J
Mocunatua — e
Nepernanyro: ......... Resitsa Dimitrova Aarta: 04.12.2024 % ,mm’a»
Crapuwmnii ximix ~ (nignwuc) i
«ﬁﬁﬁ% -
3arBepaKeHo: ..., Rositsa Dimitrava Oata: 04.12.2024 -ygg?ﬁ%ﬁ o
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Bankandapma-Aynruua AT, AdynHulgs 2600, Bonrapis, Bya. CAMOKOBCh i ‘e,‘.;mymw &
T.+359(701} 58 477, E-mail: dupoperations@teva.bg, www.teva. beNlut m o2
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NiaTBepaKeEHD, WO AaHWIA npogykT BMpPoBAEHOD 3 4OTPUMAHHAM BUMOr GIVIP

04.12.2024 Homep 3gity 414100
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HEPKABHA CIVIKBA 3 JIIKAPCI)KI_’_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCBKII OBJIACTI

npos, Ceithuyroi Hanil, 3, m.Knis, 02099, ren/daxc: (044) 576-40-4]
E-mail: dls.ko@dls.gov.ua, Kox CHPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3eHOro B YKpainy JiKapcLKOro 3acody

01.01.2025 Ne 69230/25/10

BAJICAPTAH-TEBA
(HafivenypaHus Aikaperkoro 33coby 3rigno 3 pecerpanithi TOCBIIMCHHAM)
Tafuerku, BRpuTi maiskosoIo o6os0tco10, mo 160 mr; mo 10 Tabnerow ¥y Guricrepi; mo 3
Saicrepn y xaprouuii Kopodni
{bopma munycxy, nozysamms, ein HAKYEAUHA HiKAPChKOro 3acofy)

Howmep pecerpamitioro niocsimvenns UA/5463/01/03 crpox Aii peectpauiiinoro nocsimverms 01,01.2099

Cepis nikapebkoro sacofy Ne 164310 Kinskicts sBC3eHoro nikapcrkoro sacoby 14809
Bupobiinx Banxandapma-Aynuuns AT, Bonrapis
(naitmestypanus BHpoBHIKa Mmxapesroro sacoby, kpania noxomxeHns)
Bueseno s Yipatuy Tosapucrro 3 0Gmencenoro BignosiganeuicTio "Tesa Yxpaina", igenr.
wom: 34770471

(rmafimenynanss Ta xog 3a CLAPLIOY topinuHiiot ocobn abo npi3npmie, in'a, mo GaTbxomi isnano:
ocofH - manpuenmus, i micue TPOHBARHA Ta peecTpantiinyii Homep obxosol KapTKH NAaTHHKA
nozgarkin abo cepia Ta HOMEp nacHopra)

Iporoxeun isyamuuore xonrpomo sin 26.12.2024 Ne 4145/2,

3a  pesyasTatami  gepxanHoro KOHTPOJIO  BCTANOBNEHO, MO JHiKAPChKMIT 3aci6  BReseno B Yipainy 3
HOTPHMAMHSIM pumor 3aKOHOAARCTRA IOJO 3a6e3NeYSHR AKocT] Jikapeskux saco6is,

/5 ; @J/ Bixrop CTE®KIBCHK M
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Kog martepiany
Onuc matepiany

Cepin

fara supobHUyTBa
Ymoeu 36epiraHus
ApXiBHa KinbKicTb

77

27-ciuHn-2025

11:28.26
Ceprtudikar BUNYCKY cepii
1211748 Homep cepil pas 40000299402
iHcneryii
BancapraH -Tesa, TaBneTku, BKpUTI NAIBKOBCO 060N0HKOG, N0 160 mr, Ne30 {3
Bnictepu x 10 Tabn.)
166164 Posmip cepii 32101 ynakosKrM
06 rpygHa 2024 Tepmin npuaaTtHOCTI rpyaeHs 2028

He Buuie 25°C
18

flara nakysaHHA 09-10 ciynAa 2025

NikapcbKa dpopma TabneTKr opanbHi BRPUTI Twvn nakyBaHHA Bnicrep
MAiBko80 060A0HKOW

Cuna pii/AkTUBHiCTD BancaptaH 160 mr Poamip ynakoBku 30

KpaiHa noxogKeHHA Bonrapia Kop npoayKTy Ha pUHKY -

KpaiHa-imnoprep YkpaiHa Homep peectpadilivoro UA/5463/01/03

nocBigueHHA

fineHuus, uio Bignosigae 3a sMnyck cepil

Ha3ea
agpeca
HomMep NiueH3il

HomMep cepTudikaTa signosigHocti GMP
AinbHuua, wo eianosipae 3a kKoHTponb cepii

Ha3Ba
agpeca
Homep AiueHsil

Homep cepTudikaTa BianosigHocTi GMP
Hinbhuua, e Bignoeigae 3a nakysaHna cepii

Ha3Bea
agpeca
HoMEDP NiueHsii

Homep cepTudikaTa BignosigHocTi GMP

Bankandapma-AynHuus AT,

ByA. CamoKoscbke wace, 3, QynHuua, 2600, Boarapisa
BG/MIA-0427

BG/GMP/2025/296

bankandapma-QynHmua AT,

ByA. CamoKosebke woce, 3, [ynHuua, 2600, Bonrapis
BG/MIA-0427

BG/GMP/2025/296

Bankandapma-AynHmua AT,

By/n. CamoroBcbKe woce, 3, AynHuuya, 2600, bonrapis
BG/MIA-0427

BG/GMP/2025/296

NaKkyBanbHi matepiany SKU nakyBaHHA Cepil Homep nepernany
F.VALSARTAN -TEVA 160MG TAB UA 4503251 6000032215 | 01
FVALSARTAN -TEVA 160MG TAB UA 4503251 6000032915 | 01
L.VALSARTAN -TEVA 40 80 160 320 MG TAB UA | 4503252 7000085132 | 01
B.VALSARTAN -TEVA 160 X 30 TAB UA 4503254 7000084618 | 01
B.VALSARTAN -TEVA 160 X 30 TAB UA 4503254 7000086646 | 01

AinbHKkua, wo eignosigae sa supo6GHULTBO

cepii “In bulk”

Ha3Ba Bankandapma-AynHuua AT,

ajpeca ByN. CamoKoBcbKe Wwoce, 3, AynHuua, 2600, Gonrapis
HoMEp RiLeH3TT BG/MIA-0427

Homep cepTudikaTa signosigHocti GMP BG/GMP/2025/296

Onue SKU Homep SKU cepii Aarta Bupobuuurea
BancapTtad 160 mr 1 000 000 32090921 2000133314 | 06 rpyaHAa 2024

[xanre /375
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AinbHuua BupobHMUTBA AiloYol peYOBHMHK

Meilzan Xyaxaii ®apmacestikan Ko, J1rg,

Hasea HyaHHaH [lyk’'ac, 317016 Niuxait, nposiHuia Helsan,
agpeca KuTtait
ZHE20000311
Homep niliewsii IT/E/GMP/API/07/2024
Homep cepTudiraTta signosigHocTi GMP 3030356495
Homep FEI
Onume SKU Homep SKU Homep cepii CEP/DMF
BancapraH 2101043 5000030260 R1-CEP-2010-072-REV 02
BancaprtaH 2101043 5000031509 R1-CEP-2010-072-REV 02

Poscnigysanna - igcyThiis
MNpouec sanigauii cepii - BiacyTHii

1. fanHum A nigTeepamylo, wo BULLE3a3HAYEHY CEpilo, BKAIOYAIOMM MPOMIMKHI NPOLECH Ta aKTUBHI pevosrHn, Byno
BMNYLULEHO ANA NPOLANKY HA PUHKY.

2. favHum A 3aaBA510, WO NOAaHa BHLLE iHdopmauia € gocToBipHa Ta TouHa, Lana cepia npoaykty Byna Burotosnena,
BKNONAKOUM NAKYBARHA | NpOBEAEHWA KOHTPO/IL AKOCTI Ha BKA3aHIH BUPOGHMYIN AinbHML Y NoBHIl BignosigHocTi A0 BUMOT
GMP, sCTaHOBAEHMX MICLEBMM PEryNATOPHUM OPraHom, a TaKoX y BIANOBIZHOCTI A0 cneuudikauii 4o PN xpaiHu-
imropTepa Ha npenapar.

3. [poToKoNM BUPOBHULTBE, YNaKoBKM | aHani3y cepii Bynn po3rnARYTI | BU3HAHI TAKMAMMK, WO BIANOBIAAIOTE BUMOram GMP

i TexHivROT yroam.

Komenarpi:

flonepeaHii GMP Homep: BG/GMP/2023/244
Ceprudikat aHanisy Ne 483717 {farta 27.01.2025)
Ceprudikar sBunycky cepii 142

BunyweHno: Mariana Stoilova, ynosHosasmena ocoba.

HOKYMERT CTBOpeHUH B eNeKTPOHHIN CHCTEMI 3 ENEKTPOHHUM NigMUcom

Darafuac: 27 ciynn 2025, 11:25:45
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Bigpin KoHTpoAto AaKocri, AynHuua, Boarapia
CEPTUDIKAT AHAJIZY TA BIANOBIAHOCTI

Mpopyxr: Bancapranr -Tesa, 160 mr

MocuaanKHa Ne: 32090921 Homep cepil 20000133314
MeToa: SDIR006361/11 TepmiH npudaTHocTi 06 rpyaHa 2025
Hata eMpobHuuTea: 06 rpyaHa 2024
Crneuudiratlia No; AS001109/14 Homep cepTudirary 483717
aHanizy LIMS
Jara aHaniay: 27 ciyna 2025 Po3mip ynakosku -
MNoKasHKuK Aonyctumi mexi PeayabTatu
30BHIWHIY BUrNAg, *osTi, oBanbHi, Asoonykni TabnetkM, BKpwWTi | Bigrnosinae
NNiBKOBOK 0BOAOHKOW, 3 AOroTMnom «V» 3
OAHIET CTOPOHWM Ta AiHiEW po3noMy 3 iHWOI
CTOPOHM Ta NO BOKaX.
laenTudirayia - Bancapran
- BEPX Nia Yac RinbRICHETo BU3HaUeHHA Yac Bignosinae
YTOUMYBAHHA OCHOBHOIO MiKa Ha Xpomartorpami
BMNPOBYBaHOTO PO3YMHY CNiBNAZAE 3 TAKMM Ha
XPOMaTorpami CTaHAaPTHOID PO3YMHY.
- TWX 3HadveHHA Rf ocHOBHOT nasmuM, oTpumaHoi 3 Bignosigae
BUNpobysaHoro posunHy, BignoBiaac Takomy,
OTPUMAHOMY 31 CTAHAAPTHOMG PO3YMHY.,
Turany giokcma, 3abapBAeHHA BiZ NOMapaHYeBoro 4o Tect He
4epBOHOrC 3'SIBASETLCA NICAA A0AABAHHA NPoBOAUBCA
BOAHIO NEPOKCMAY A0 3Pa3Ka 3014 CnaneHux
Tabnerok, NonepegHbLO POIUNHEHOTO B POIYMHI
amoHito cynodaty i cipuaHoi KMCNoTKH.
He npoBoaaTtk pyTUHHO. BunpobysaHHA nposoaaTts
Ha nepuinx 3-x BMpPoBHMUMX cepiax.
3aniza oKCcKA
Mpwv goaasadyi go dineTpaTy Kaaio TecT He
depoliaHiay yTBOPIOETbCA CHHIK 0CaA, AKKIA He NpPOBO/AMBCA
PO3UNHAETLCA ¥ PO3BEAEHIN XNOPUCTOBOAHERIN
KMcnoTi.
He npoBsoAATL pyTUHHO. BUnpobyBakHA NpeBodATh
Ha nepuux 3-x BUPoBHUUYMX cepinx.
CrifikicTb 40 pO3AaBAIOBAHHA
(€e.9.2.9.8)
CTiHKICTb 20 pO34aBABAHHEA — He meHwe 50 H 139 H
MiHIMaNbHE 3HaYeHHA
CTifiKicTb 10 pO3AaBAKIBaHHA — He meHwe 30 H 192 H
MAKCHMMabHE 3HAYEHHA
CrifiKkicTs 10 pO30aBMOBAHHA — He meHwe 90 H 165 H
cepeHE 3HaveHHA
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Po3umHeHHs Bancaprany

PosuuntienHs — minimanbHe sHaueHHA | He meHwe 85% {Q+5%) vepes 30 xsuanH 92 %
PO34MHEHHA — MaKCMManbHe He meHwe 85% (Q+5%) yepez 30 xBW/NH S8 %
3HadYeHHA

PGavmHeHHA — cepegHe 3HaYeHHA He menwe 85% (Q+5%) yepes 30 xauAKH 96 %
Cragiit npoiaeHo 1
CepegHa maca TabneTku 355.68 mr—393.12 mr 366.4 mr
OAHOPIgHICTE A030BAHMX OBMHW LD

(eapiauia macu)

OpHopigHicTe A030BaHUX OAMHMUL - | Bignosinae Es. ®. {2.9.40) 1.4

AV

Cragiil npoiigero 1
Brpara B maci npu BucywyBaHHi He Binbwe 4,7% 1,7%
Mogin Tabaerox Bignosigae sumoram €s.P. Binnoeinae

CynyTHi pomilkm
- KOXHA cynposigHa aomilika

- CYyma A0OMItLOK

He Ginblwe 0,2%

He Biabwe 0,7%

0,1{0,084) %

0,1 (0,140)%

B-gancaprad (Qomiwka A)

He 6inbwe 1,0%

0,4% (0,394%)

KinbkicHe BM3HayeHHn

95 - 105% Bin 3aseneHal KiAbKOCTI BancapTany

99%

Cyma pomiwoxk NDMA Ta NDEA
(Aakwao obnagi BuARNEHI)

He Ginsle 0,082 ppm

{152,0-168,0 mr) 158,7 mr
BuzHaueHHA HiTposamiHie
NDMA He Ginbwe 0.300 ppm 0.070 ppm
NDEA He 6inbwe 0.082 ppm

He BuAsneHo ppm
He

3a8CTOCOBYEThCA
ppm
Mikpobionoriuna
fixictb (€8.9. 2.6.12 i 2.6.13)
- 3aranbHa KinLKicTh aepobHmMx He 6inswe 10° KYO/r TecT He
MiKpoopranismis {TAMC) fpoBoAMBCA
- 3aranbHa KineKicTb ApiAKoBUX Ta | He Binkiue 102 KYO/r TecT He
rniceHesux rpubie (TYMC) APOBOAUBCA
- E. coli BigcyTHA B 1r Tect He
He npoBoaaTh perynspHo. BunpoBysaHHha NPOBCAATL Ha | MpOBOAWBCH
nepwux 3 cepiax, a noTiM Ha KOXRIG 10-i4 cepil.
BunpobysaHHA NpoBOAATL MiHIMYM OaMH pas Ha piKk.
MNocunaHHs —
Mepernsuyro: ......... Silviya Ivanova Hata: 27.01.2025
Crapuivia ximik  (nignuc)
3aTBep&KEHO: ... Silviya lvanova Hata: 27.01.2025
Crapwwii ximik  {nignuc) %, ‘R“"’“gﬁw
BankaHdbapma-AynHuus AT, llynHuus 2600, bonrapis, Byn. Camokosc
T. +359(701) 58 477, E-mail: dupoperations@teva.beg, www.teva.bg
NiaTBepAMeHo, Lo AaHWA NPoAYKT BUpOBNEHO 3 AOTPUMaHHAM BUMOr GMP
27.01.2025 Homep 28iTY 430240




Vo

AEPKABHA CIYABA 3 JITKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMH Y KHIBCBKIA OBJIACTI

npos. Ceitnuawoi Hanil, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dis.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
PO SIKICTH BBE3¢HOro B YKpainy JiKapchbKoro 3acody

17.02.2025 Ne 5113/25/10

BAJICAPTAH-TEBA

{(mziMenyBaHMA NiKAPCLKOTO 32C06Y 3TITHO 3 peecTpALiiHIM TIOCBIAIEHHAM )
TaBAeTKH, BRKPUTI NAIBKOBOI 060500 K010, 110 160 mr; no 10 radaerox y dricrepi; no 3
Oaicrepn y KapTonHii Kopobni

(thopma BHITYCKY, TOIYBAHHA, BH IAKYBAHHS NiKapeeKeTo 3acoby)
Homep peectpaniftnoro nocsimuenns UA/5463/01/03 crpox aii peectpaniitnoro nocsixuenns 01,01.2099
Cepia nirapcrkoro sacoby Ne 166164 KinexicTs BBeseHoro nikapcskoro zacofy 32101

BupoGuuk bankandapma-Jynauus AT, Bonrapia

(nafiMenyBanHa BHpeGHHKA NiKapcsKOTO 3acoly, KpaiHa OXCMKEeHHS)

Beescro B Ykpainy Torapucrso 3 0dmexkenow sianorinansuicrio "Tepa Yxpaina", igenr.
kon: 34770471
(maitmenyBanns ta ko 3a €JIPIIOY roprmsnol 0cobi aGo NpisBAme, M, To BATHKOBL thiznaHol

0coGHr ~ MANPHEMUA, T MICHE IPOKHUBAHHS Ta PeeCTpauiinRui HoMep 0bNikOBOT KAPTKM MIATHHKA
noparxig abo cepis Ta noMep nacaoopra)

lipoToxon eisyanbrore keurpomo ein 10.02.2025 N 0363/2.

3a  pesyneraTaMi  JIPKABHOIO  KOHTDOJIO BCTAHOBNEHO, Mo JUKapchkuf  3aciG  seeseno B  Vipainy 3

JOTPHMAHHAM BuMOT 3aKOHOZABCTEA WIOLO 336e3IeUeHHS IKOCTI JKapCLKHX 3ac00iE.
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