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Kop matepiany
Onuc marepiany
Cepin

Jata supobHvuTBa

YmoBsu 36epiraHun

ApxiBHa KinbKicTb

Ceptudikar BUNycKy cepil

1212406

Homep cepii ana
iHcnekuii

7/

24-GivHa-2025
16:12:14

40000303587

[niknaswag-Tesa MR, Tabnetky 3 mogudikosaHum susinbHerHam no 60 mr, Ne 30 (3

BnicTepu x 10 Taban.)
167069
03 civyna 2025

He nortpebye cneyianbHux ymos

36epiraHHs
18

Posmip cepii
TepmiH npuaaTHocTi
Jara naxyBaHHA

15910 ynaKoBKw1
CiveHw 2027
20 ciyHa 2025

Nikapcoka dopma MepopantHi TabaeTkK 3 TUN NakyBaHHA Baicrep
NPOACHIOBAHWM BUBIILHEHHAM

Cuna aii/AKTMBRICTb Friknasua 60 mr Po3mip ynakosKku 30

KpaiHa noxoameHHna bonrapia Kopa npoaykTy Ha pUHKY =

Kpaina-imnoprep YKpaiva Homep peecrpauifHore UA/16821/01/02

noceiguyeHHsa

AinbHKus, we signosiaae 3a BUnycK cepii
Ha3gea

agpeca

Homep AiueHsii

Homep cepTrudikaTa signosigHocti GMP
Aineruus, wio Bignosigac 3a KOHTROAL cepii
Hazea

agpeca

HoMep RiueHsil

Homep cepTudikaTa signosigHocTi GMP
AinbHULUR, WO BigNOBIAAE 33 NaKkyBaHHA cepil
Hazga

anpeca

HOMED NiLeH3iT

Homep cepTudikaTa signosiaHocTi GMP

Bankandapma-LdynHuua AT,
Byn. CamoKoBckKe Wwoce, 3, 2600 AynHuua, boarapia

BG/MIA-0427

BG/GMP/2025/296

bankaHdapma-LynHuua AT,
By/1. CamokoBChHKe Woce, 3, 2600 AynHuua, Bonrapia

BG/MIA-0427

BG/GMP/2025/296

BankaHdapma-OynHuua AT,
By/1. CamoroBCHLKe Wwoce, 3, 2600 AynHuua, Bonrapis

BG/MIA-0427

BG/GMP/2025/296

flakyBanbHi matepiann SKU naxkyBaHHA Cepii Homep nepernaay
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000083271 | 03
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000088793 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000032508 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000086289 | 03

Ainbhuua, wo Bignosigace 3a BUpoOGHUUTBO
cepil “in bulk”

Ha3Ba Bankandapma-AynHuua AT,

afpeca Byn. CamoKoscbKe Woce, 3, 2600 dynHuua, bonrapin
Homep AiueHsii BG/MIA-0427

Homep cepTudikata gignosigrocti GMP BG/GMP/2025/296

Onuc SKU Homep SKU cepil Jata sMpobHULTBa
Mniknasug, 60 mr TabneTtkn 3 mogndikoBaHMm 3331216 2000136756 | 03 ci4yHAa 2025
BUBI/IbHEHHAM

HinbHUUA BUpOoGHUUTBA Ait0M0T PEYOBHUHMK

G oo A 1657
A1 0F 45




teva

Ha3Ba Hehanr Qxiywoy PapmacesTikan Ko, JITA,
agpeca Baiwa Poag 99, 318000 Tiamoy Citi, Kutaid
Homep nigeHsii 20000292

Homep ceprudikata signosigHocTi GMP 71220017

Homep FEI 3003744377

Onwmc SKU Homep SKU Homep cepii CEP/DMF

[niknasug, EP 2100601 5000029867 R1-CEP 2003-138-REV 01

PoacnigyBaHHA - BiAcyTHIl
Mpouec sanipauii cepii - BiaCYTHIN

1. faHHum A NigTBepApKyo, WO BMILE3A3HAYeHY Cepito, BKAKYAIOMM NPOMIKHI NPOLUECH Ta akTUBHI PevyoBWHM, Hyao
BUMYLLEHO 417 NPOAANY Ha PUHRY.

2. [laHHWMm A 33881510, LG NOJAHA BUllle iRdopmMalis e AOcTOBIPHA Ta To4YHa. JaHa cepia npoaykTy Byna BUroTosnena,
BRAOMAIOHU NaKkyBaHHA | IPOBEAEHMIA KOHTPO/b AKOCT| Ha BKa3aHili BUPOOHMYIN ginbHML Y NOBHIH BiANOBIAHOCTI 40 BUMOT
GMP, BCTaHOBNEHWX MICLLEBAM DErYIATOPHWUM OPraHoMm, a TaKoX Y BignosigHocTi 4o cneuudikauii ao PN xpatHu-
imnopTepa Ha npenapart.

3. [poToKoAK BUPOBHKUTBA, yNakeBKy i aHanisy cepii 6yau posrnaHyTi | BU3HaHi TaKMMM, WO BiANOBIAAI0TL BUMOram GMP

i TexHi4HOT yrogu.

Komenartpi: MNonepesHid Homep ceptudikaty GMP: BG/GMP/2023/244

CepTudikar aHanizy Ne 487246/ fata 23.01.2025

Ceptudikar sBunycky cepii 301

Bunywedo: Veselina Galeva-Karakoleva , ynosHosaxeHa ocoba.

LCKYMEHT CTEOPEHWI B @NEKTPOHHIN CUCTEeMI 3 ENEKTPOHHMM NiANMCcom

Bavra/uac: 24 ciunn 2025, 16:12:13
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Biagin KouTponio akocri, AynHuusa, Boarapis
CEPTUDIKAT AHANIZY

MpoaykT: lhiknazna-Tesa MR, no 60 mr
MocunarHa Ne; 3331216 Homep cepii 2000136756
Meton; SDIRC06587/4 TepmiH npuaaTHoOCTI 02 nvnuHa 2025
Jata supobHmuTea: 03 ciuHna 2025
Cneundikatiia Ne: AS001261/15 Homep ceptudikaTty 487246
aHanisy LIMS
Hara axanizy:; 23 ciyHA 2025 Po3mMip ynakoBKU =
MokasHuKkK AKOCTI Aonyctumi mexxi PesynbraTtu
Onuc Bini, osanocHi gBoonykni TabnetTkn 3 pucKoKo 3
obox Bokig, 3l wTamnamK «G» 3 ogHoro Boky | Bianosigae
i «60» 3 iHWoro Boky puUcKK 3 060x BoKiB.
laeHTUdIKaLiA raiknasua BEPX
- BEPX Mik BEPX rniknasnay nokasye toi camnii vac | Bianosigae
YTPUMYBaHHHA, 1O i CTaHRapT
Yo Nik rniknazay Npy ckanysaHHi YO niogHo- Binnosigae
MBTPUMHMM AeTeKTOPOM BiONoBiAaE cnexTpy
CTaHAAPTHOro 3pas3ka
OaHOPIgHICTE AO030BAHWX CAWHKLb :
(oB) Bignosipae €ep. ¢. {2.9.40)
AV 53
MNpoligeHa cTagis 1
KinbkicHe Bu3HaueHHs (BEPX) 95-105% 101%

CynposiaHi gomiwku (BEPX)
- Aomiwka A

- OKpema Hesigoma qomillka

- 3aranbHi gomiLLKK

He 6inbtue 0,2%
He Binbwe 0,2%

He 6inablue 0,5%

< 0.05 (0.019} %
0.05 (0.048) %

0.05 (0.048) %

Po3uMHeHHA

MiH, 9% - 29% po3YMHAETLCA 3a 120 xBUAKH 13%
Makc 9% - 29% po3suuHAEeTLeA 33 120 X8UAKMH 22%
CepegHe 9% - 29% pozavMHAETbCA 3a 120 x8uavH 20%
MpoiigeHa cragia (120 XBUAKH) 2
MiH. 36% - 61% po3ymrHAETLCA 33 300 xBUAWH 51%
Makc 36% - 61% po34YMHAETLCA 3a 300 XBUAKH 63%
CepeaHe 36% - 61% po3umHAeTbea 3a 300 xBUAKH 56%
MNpoaeHa ctagia (300 xBUAWH) P
MiH. He menie 80% po3uMHAETLCA 33 660 xBuAnMH | 94%
Makc He meHwe 80% po3zuMHAETLCA 33 660 xBunun | 101%
CepenHe He meHwe 80% po34nHAETECA 3a 660 xsuauH | 98%




teva

NpoiaeHa cTania (660 xBUAKUH) 2

Mikpobionorial {€.9. 2.6.12, 2.6.13);

- 3aranbHa KiNbKicTb aepobHUX He Binbwe 10° KYQ/r Tect He
mMikpoopraHismis (TAMC) BMMAraeTbCa
- 3aranbHa KinbKicTb APDRAMOBUX Ta He Ginbwe 102 KYO/r Tect He
nniceHesmnx rpubie {TYMC) BMMAracTues
- Escherichia coli BIACYTHICT/T TecT He
BMMAraeTbCA

Npu sunycky npoBoaate MikpoBionoriyHe BUNPoBYBaHHA Ha Neplnx 3 cepiax, a NoTim,
WoHalMMeHLWe, WopiMHO.

flocunaHHA -
MNepernanyTo: ... Evelina Hristova Aara: 23.01.2025
MeHenep {nignuc) "
wdphRaUineE
34770471
3aTBepAMEHO ......... Evelina Hristova Hata sunycky: 23.01.2025 s o

Medeakep (nignuc)

bankandapma-AynHuua AT, OynHuua 2600, Boarapia, sy, CamoKoBChKe Woce, 3
T. +359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

Lleit foKymeHT Byno CTBOPEHO B BNEKTPOHHIM CUCTEMI 3 EAEKTPOHHMM Nignucom

23.01.2025 Homep 38ity: 429191




JEPKABHA CJIYIKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIN OBJIACTI

npoB. CeiTnmuunoi Hapit, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI'0 B YKpalHy JIKapchKOro 3acody

24.02.2025 Ne 7156/25/10

TIKJASUA-TEBA MR

(HalkMeHYBaHHA NKapCLKOro 3acofy 3riXHe 3 peecTpaliHHUM TOCBIIYEHIAM)
TadaeTku 3 MoAH(pIKORAHUM BHBLIBHeHHNAM, N0 60 Mr; mo 10 Tabmerox y dicTepi; no 3
duicTepu y kopoOui

(opma BUNYCKY, NO3YBAHHA, BH]I TAKYBAHHS NiKAPCHKOTO 3acoby)
Howmep peecrpaniiinoro nocsizuenns UA/16821/01/02 crpox nii peecrpauiiinoro mocsiguenns 01.01.2099
Cepist aikaperroro 3acofy Ne 167069 KinekicTh BBE3€HOTO Nikapeskoro sacaby 15910

BupofHuxk banxandapwma - Jymuuus AT, Bonrapia

{(HakvenyBanHda BUpOOHUKA NiKapebkoro 3ac¢ofy, Kpaida MOXOKCHHR)

Becsero B Ykpainy Tosapucreo 3 ¢OMe:xenorw BianosiganbuicTio " Tepa Yipaina', igenr.
won: 34770471

{HafiMeHyBaHHA Ta koa 3a CJIPIIOY jopnamuanot ocoGu aGo npispuilie, iM's, e GaTEKOBI disHunCi
ocofH - manpueMus, Ii Miclle IPOXUBAHHA Ta peEcTPAUiHEKHA HoMep oBNIKOBOT KAPTKH MIATHHKA
noaarTkis alo cepif Ta HOMep MacnopTa)

porokon sizyaisnoroe koutpomo sig 20.02.2025 N 0479/4,

3a pesynpTaTaMH  JIEPOKABHOTO KOHTPOIN)  BCTANQEIGHO, IO JiKAapChkmid 3aci®  BeeseHo B Ykpaihy 3

JOTPUMAHHIAM BrMOr 3aKOHOZABCTRA 11000 3a0e30SYCHHS AKOCTI IiKapCLKuX 3ac00iB.

D N T
BB, HgHLUB iR c..rgy}xﬁu_ ol W4 Onera €PEBOMEHKO
{ i TG unqﬁt‘i.‘i;plgiﬁg.;}cpia%méi KOHTPOSED) (nianne) (lniniani 1a npisenue)
3 PRI AT 1, ,‘L‘u”-"',' T /

e




teva

Kop marepiany
Onuc marepiany
Cepisn

Larta enpobHuuTsa

¥YmoBu 36epiraHHn

ApXiBHa KiNbKICTL

Ceptudikar Bunycky cepii

1212406

Homep cepii pAna
iHCnekruil

24-ciura-2025
11:15:20

40000301836

Miknazng-Tesa MR, TaBneTku 3 moaudikoBaHUm BUBIAbHEHHAM no 60 mr, Ne 30 (3

BnicTepu x 10 TabA.)
166647
05 ciuHa 2025

He notpebye cneyianbHUX yMOR

3BepiraHHA
18

Posmip cepii
TepmiH npuaaTHoOCTI
Aata nakyBaHHA

6062 ynakosxm
Ciyenb 2027
20 ciuHna 2025

TN NakyBaHHA

Nikapceka dopma MepopanbHi TabneTtkM 3 BnicTep
NPOACHIOBAHUM BUBINLHEHHAM

Cuna aii/ AKTUBHICTD Mniknasunp 60 mr Poamip ynakoBKu 30

KpaiHa noxoaMeHHA bonrapia Koa npoayKTy Ha pUHKY -

KpaiHa-imnoprep YKpainHa Homep peectpauiitHoro UA/16821/01/02

NocBiaAYEHHSA

AinbHuus, wo Bignoeipae 2a BUNycK cepii

Hd3Ba
afapeca
HoMep NileH3il

Homep cepTudikaTta BignosigHocTi GMP
BinbHUUA, Wo BigNOBIiAAE 33 KOHTPOAL Cepil

Ha3Ba
agpeca
Homep AiueHsii

Homep cepTrdikaTta sianorigHecTi GMP
AineHuus,wo signoeigac 3a nakysaHds cepii

Ha3ga
aapeca
Homep nideHsii

Homep cepTudikaTa BignorigHocTi GMP

Bankandapma-AynHuua AT,

Byn. CamoKoBChKe tioce, 3, 2600 AdynHuus, Boarapia
BG/MIA-0427

BG/GMP/2025/296

Bankandapma-AynHuua AT,

By, CamoKoBCbKe Wace, 3, 2600 AynHuua, boarapia
BG/MIA-0427

BG/GMP/2025/296

BankaHdapma-AynHuua AT,

ByN. CamoKoBscbKe woce, 3, 2600 lynHuua, Boarapis
BG/MIA-0427

BG/GMP/2025/296

NakyBanbHi matepianu SKU nakyBaHHA Cepit Homep nepernsay
B.GLICLAZID-TEVAMR 60 MG X 30 TAB UA 4502722 7000083271 | 03
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000087496 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000032508 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000086289 03

LinbHWus, Wo BignoBigae 3a BUPOGHULTBO

cepii “in bulk”

Hazea bankandapma-OynHuua AT,

afpeca By/1. CamokoecbKe tioce, 3, 2600 AlynHuua, bonrapia
Homep fAiueHsii BG/MIA-0427

Homep cepTudikaTta signosigHocti GMP BG/GMP/2025/296

Onune SKU Homep SKU cepii [OaTta BMpoBHMLTEA
Fniknazug 60 mr TabneTkn 3 moandikosaHUm 3331216 2000136754 | 05 ciyHa 2025

BUBINbHEHHAM

AinbHuua BUpobHYMLTEA AiloUuoi pedOBUHN

by ant-

SEIA

2707 %f%




teva

Ha3Ba Henanr Qxxiyoy ®apmacestikan Ko. /1TA,
agpeca Baiwa Poag 99, 318000 Tiaxoy Citi, Kutait
Homep nileHsii 20000292

Homep cepTudikata BignosigHocTi GMP 71220017

Homep FEI 3003744377

Onuc SKU Homep SKU Homep cepii CEP/DMF

lniknaswa, EP 2100601 5000029867 R1-CEP 2003-138-REV 01

PoscnigysaHHa - BiACYTHIA
Npouec sanigauii cepii - siacyTHIR

1. Jadrnm s NigTRERAMYIO, WO BHLLE3a3HaYeHy Cepiky, S8KAOMA0YM NPOMIXHI NPOLECH Ta aKTUBHI pedosuHW, Byno
BUNYULEHO AAA NPOAEHY Ha PUHKY.

2. JaHHKM 4 33881210, WO NogaHa Bulle iHbopmauia € gocToBipHa Ta TouHa. flaHa cepin npoayxTy Byna BUroToBaeH],
BK/IIOUAIOUU NaKYBARKHA | NPOBeAeHUI KORTPOAL AKOCTI Ha 8Ka3aHIN BUPOGHUYIN ginbHWL] y noBHiM BigNoBIAHGCTI 10 BUMOT
GMP, BCTaHOBAEHMX miCLEBMM peryNaTOPHUM OpraHom, a Takox y BignosigHocTi go cneundikauii ao PN kpainm-
imnopTepa Ha npenapar.

3. MpoToKkonn BUpoBHMUTRE, YyNaKoBKK [ aHanizy cepil Syau po3rnanyTi | BU3HAHI TakUM, (WO BiANOBIAAOTL BUMoram GMP

i TexHiuHoi yroam.

KomeHatpi: MonepefHiil Homep cepTudikaty GMP: BG/GMP/2023/244

CepTudikar aHanisy Ne 487252/ Nara 23.01,2025

CepTudikat BMNYCRY ceplii 283

BunyuweHo: Veselina Galeva-Karakoleva , ynosHoBsaxkeHa ocoba.

LOKYMEHT CTEBOPEHWIA B @NEKTROHHIN CUCTEMI 3 RIEKTPOHHUM Nignucom

Aarafuac: 24 ciyna 2025, 11:15:18

. . "‘,‘ .
radtaaiAn
T%A_‘ﬂoq‘? 1 I

R, o
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Biaain KonTponw akocri, AlynHuus, boarapin

CEPTUODIKAT AHANIZY

lpoayxT: Tniknazua-Teea MR, no 60 mr

MocknnaHHa Ne:

3331216

Homep cepii

2000136754

MeTon;

SDIR006587/4

Tepmid NpUAATHOCTI

04 nvnHa 2025

Darta BupobHuuTBa:

05 civna 2025

Crieumdikauin Ne; AS001261/15 Homep ceprudinaty 487252
aHanizy LIMS
[ata aHanisy: 23 ciynn 2025 Posmip ynakosku -
MokaaHMKKM sKOCTI Donycrumi mesi Pesynbtatn
Onuc bini, 08anLHi 4BOONYHAI TaBAETHM 3 PUCKOIO 3
obox bokie, 3i wWramnamu «G» 3 ogHore Bbaky | Bianosigae
i «60» 3 iHWOoro BoKy pucku 3 cbox Bokis.
IpenTudikayia rniknasug BEPX
- BEPX Nik BEPX rniknasmnay nokasye ToM camuii yac | Bignoginae
YTPUMYBaHHS, WMo | cTaHaapT
Yo MNik rniknazngy NpK ckanysanxi YO aiogHo- Bianogeinae
MaTpHYHKM OEeTEKTOROM BigNOBIAae CNekTpy
CTRHZAPTHOTO 3paska
OaHopiIAHICTb A030BaHUX OAMHULD
(0B} Bianosigae €ep. ¢. (2.9.40)
AV 3,8
NpokgeHa cragia 1
KinbricHe Bu3HavyeHHA (BEPX) 55-105% 99 %

CynpoBigHi gomiwku (BEPX)
- Aomiwka A

- OKpema HeBigoma gomiutka

- 3aransHi gomiloKmn

He 6inbwe 0,2%
He Binbwe 0,2%

He 6inbwe 0,5%

< 0.05 (0.020) %
0.05 (0.048) %

0.05 (0.048) %

PoaunneHHna

MiH.

Makc

CepegHe

Npoigeda cTagia (120 xBuand)
MiH.

Makc

CepegHe

Nporaexa cragia (300 xsunmnn)
MiH.

Makc

CepeaHe

9% - 29% po34nHaAeTbeA 33 120 XBMAKH
9% - 29% po34MHAETLCA 33 120 XBUAKWH
9% - 29% po3vnHAETbEA 3a 120 xBrAKH

36% - 61% po34YmMHAETLCA 3@ 300 XBUAKUH
36% - 61% po3uuHAaeTbea 3a 300 xBuAUH
36% - 61% po3umnHaeTbea 3a 300 XBUNKH

He meHlwe 80% po3ynHAETLCA 3a 660 XBMAMH
He meHwe 80% po3vnHAETLCA 38 660 XBUAWH
He meHwe 80% po34MHAETLCA 33 660 XBUAMH

20%,
21%
21%
1
56%
60%
58%
1
95%
104%
101%
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MpoRaeHa cTania (660 XBUAUH) 1
Mikpob6ionoria ! (€.®.2.6.12, 2.6.13):
- 3aranbHa KinsKicTb aepobHux He Binblwe 10° KYO/r TecT He
mikpoopradizmis (TAMC) BMMaraerbca
- 3aranbHa KiNbKICTE APIMAKOBUX Ta He Binble 102 KYO/r TecT He
nAaiceHesux rppbis (TYMC) BWMAracTbes
- Escherichia coli BlACYTHICTL/T Tect He
BUMAraeTbCs

Mpu BUNYCKY NPOBOAATE MIKPOBIOAOTIYHE BUNPOBYBAHHA Ha NepLUnX 3 cepiax, a noTim,
WoHaWMeHWe, WopiyHo.

NocunadHa -
Neperasnyro: .........Evelina Hristova Aara: 23.01.2025
MeHeaxep {nianuc}) -
NIt
. a7 107
3aTBepAMKEHO ......... Evelina Hristova Aarta sunycky: 23.01.2025 ' o g

Menegpkep (nignwuc)

Bankandapma-Aynunua AT, Bynnuua 2600, Boarapin, Bya. CamokoBceKe Wwoce, 3
T.+359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

Liei AOKYMEHT BYAC CTBOPEHO B NEKTPOHHIN CUCTEMI 3 ENEKTPOHHMM MIANMCOM

23.01.2025 Homep 3BiTy 429177




JAEPZKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥V KHUIBCHKIU OBJACTI

mpoe. Ceitnuunol Hapii, 3, M. Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €EAPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOI0 B YKpainy Jikapcbkoro 3acofy

24.02.2025 Ne 7155/25/10

TITKJIAZAJ-TEBA MR
(HallMeHYBaHHA NiKapCbKoTo 3acofy 3TiAHO 3 peccTpalliffHHM NOCBITIeHHAM)
Tabnerku 3 MoiH(piKoBaHEM RMBINLHEHUAM, 0 60 mr; o 10 radnerox y 6aicTepi; mo 3
Guicreput y kopodui
(popma BHIYCKY, HO3YBANKEA, BHE IAKYBAHHA TKAPCLKOTO 3ac00y)

Homep pecctpaniiinoro mocsiguenns UA/16821/01/02 crpox aii peecrpauiiizoro noceizuenns 01.01.2099
Cepis nixapchxoro sacoby Ne 166647 KiabkicTs BRC3EHOTO NiKapchkoro 3acofy 6062

BrpobErK banxandapma - ynunug AT, Bonrapis

(naiiMenyBanni BUpeOHUKa JIIKAPCEKOTO 3aco0y, Kpaila MOXoKEeHHA)}

Baesero B Yipainy Torapucrso 3 odmexxeno1o BignopizasbHicrio "Tepa Ykpaina", igenr.

ron: 34770471

(iafimenysanng Ta kof 3a €APIIOY ropunmyHoi ocobu abo npisBHINeE, 1M'4, 10 HaTEKOBE (PI3HYBOL
ocobu - mianpremMia, 11 Miclie IPOXUBAHHA Ta PeecTPALiiiHMi HoMep 0BJIIKOBOT XaPTKH IIIATHHKE
noAaTkie a0 cepid Ta HOMEp nacmepTa)

[Mporoekoea sisyansuoro kenrpomo sig 20.02.2025 Ne 0479/3.

3a  pesyNbTaTaMH  JEPXABHOIO KOHTPOMIO BCTAHOBIEHO, IO Jikapchkuil 3acif BBe3eHO B YipalHy 3

JOTPUMAHHAM BMMOI 3aKOHOLABCTRA LWOAC 32003 169CHHS SIKOCTI IIKAPCEKHX 2ac0Diz.

%’f Ousra EPEOMEHKO

(rianue) (iuitianu Ta npizeuue)
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5

24-ciyna-2025

Ceprtudikar BUNYCKy cepil

Kog matepiany 1212406
Cnuc matepiany
Baictepu x 10 Taén.)
166643

04 ciyHa 2025

Cepin
Oara BupobHMUTE]
Ymosu 36epiraHHA

He notpefye crneujansHux ymos

Homep cepii ana
iHcnexyii

Miknasua-Tesa MR, TabneTi 3 moagndikosaHKum suBinbHEHHAM no 60 mr, Ne 30 (3

Poamip cepii
TepmiH npuaarHocTi
Aara nakyBaHHA

40000301834

16212 ynakoBKu
CiveHb 2027
18-20 ciura 2025

13:18:36

s8epiranHs
ApXiBHA KiNbKICTbL 18
flikapcbKa dopma NepopantHi TabneTrn 3 Tun nakyBaHHA Bnicrep
NPONOHIOBAHWM BUBINIbHEHHAM
Cuvna pjiif AKTMBHICTh Fniknazng 60 mr Posmip ynakoskmn 30
Kpaiva noxopameHHA Bonrapia Koa npoAyKTY HA pUHKY -
KpaiHa-imnoprep Ykpaina Homep peecTpauiiiHoro UA/16821/01/02

noceigyeHHA

AinbHuuA, wo signoeigae 3a BUnycK cepii
HasBa

agpeca

HomMep Ailensii

Homep cepThdikarta signosiaHocti GMP
AinbHWUR, Wo BigNoBigAE 33 KOHTPOAL cepil
Haszea

anpeca

HOMep NiLeH3i|

Homep cepTrdikaTa BignosigHocTi GMP
AinbruuAa, o Bignosinae 3a nakyBaHHA cepil
Haaga

aapeca

HOMED AiLeHsil

rHomep cepTudikaTa signosiaHocti GMP

Bankandapma-AynHuua AT,

syn. CamonoBcbKe Wwace, 3, 2600 AynHuua, Boarapis
BG/MIA-0427

BG/GMP/2025/296

Bankaddapma-flynHuua AT,

By/1. CamorosebKe woce, 3, 2600 Aynnvua, bonrapia
BG/MIA-0427

BG/GMP/2025/296

Bankandapma-AynHuua AT,

By/. CamoxoBCbKe woce, 3, 2600 AynHuusa, Bonrapis
BG/MIA-0427

BG/GMP/2025/296

NakyBanbHi maTepiann SKU nakyBaHHA Cepii Homep nepernaay
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000083271 | 03
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000087496 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000032508 | 01
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000033053 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000086289 | 03

AinbHUuA, Wo BiANOBIAAE 33 BUPOGHUUTBO
cepii “in bulk”

HasBa

anpeca

Homep NiLeH3il

bankaHdapma-AynHuus AT,
Byn. CamoroBCbKe woce, 3, 2600 AynHuua, Bonrapia
BG/MIA-0427

Homep cepTudikaTa signosigHocti GMP BG/GMP/2025/296
Onwuc SKU Homep SKU cepii Aata supobHUUTBE
[Aiknasuwa, 60 mr1abneTin 3 moamudikoBaHnm 3331216 2000136753 | 04 ciuna 2025

BUBIMIbHEHHAM

4 M,ﬂf/ﬁj/’

2/ 05 AT %
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AinbHUUR BMpobHMUTBA Ai104Y0T peYOBHHM
Has3Ba

agpeca

Homep nileH3ii

Helanr Qxkiykoy PapmacesTikan Ko. T4,
Baiwa Poaa 99, 318000 Tiaxoy Civi, Kutait

20000292
Homep cepTudikara signosigHocti GMP 71220017
Homep FEI 3003744377
Onuc SKU Homep SKU Homep cepii CEP/DMEF
Fniknasmng, EP 2100601 5000029867 R1-CEP 2003-138-REV 01

PoscnigyBakHA - BIACYTHIR
MNpouec Banipayii cepii - BiacyTHIR

1. JanHum A niaTREPAMYIO, WO BULLE3asHaAYeHy Cepilo, BRAKYAKOMK NPOMIKHI NPOLECH Ta aKTMBHI PEYOBUHK, Byno
BUNYLLEHO ANA NPOAANKY Ha PUHKY.

2. faHHum A 3a8BNA10, WO noaaHa sBulle iHGopmalia € gocTosipHa Ta ToyHa. faHa cepia npoaykty Byna BUroToBAeHa,
BKKOYAOUU NBKYBaHHA | NPOBEAEHWIA KOHTPOL AKOCTI Ha BKa3aHii BUpoBHUIIN AlNLHKULI Y NOBHIA BIANCBIAHOCTI A0 BUMOT

GMP, BCTAHOBAEHWMX MICLEBMM PEMYAATOPHMM OPraHoM, a TaKOX Yy BignosigHocTi A0 cneuudikawii go PN KpaiHm-
imnopTepa Ha nfpenapar.

3. [lpeToKOAM BUPOBHKLTBA, YNAKOBKK | aHanisy cepii Byaun posraadyTi | BM3HAHT TaKMMM, WO BiANOBIAAIOTL BUMOram GMP
i TexHiuHOl yroau.
KomeHaTpi: MonepeaHii Homep ceptudikaty GMP: BG/GMP/2023/244

CepTudirat aHanisy Ne 487248/ Nata 23.01.2025

CepTudikaT sunycky cepii 287

BunywieHo: Zhanina Yordanova, ynoBHoBaXKeHa ocoba, Aatafuac: 24 ciunna 2025, 13:18:34

JOKYMEHT CTBOPEHWUIA B @NEKTPOHHIN CUCTEMI 3 BAEKTPOHHUM NiANUCOM

1&0‘1-'““““ ;Q
4770471 4
(M

B lneHTv
5 "
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Bigain KoHTpoaw aAkocTi, ynHuuna, boarapin
CEPTU®IKAT AHANIZY

MNpoaykT: Tniknasug-Tesa MR, no 60 mr

MocunaHHA Ne; 3331216 Homep cepii

2000136753

MeTtoa: SDIR00O6587/4 TepmiH npuaaTHOCTI

03 avinHAa 2025

JaTa eupobHuuTRa: 04 ciuHAa 2025

Cneumdirania Ne: AS001261/15 Homep ceptudikaty 487248
aHaniay LIMS
fata aHanizy: 23 ciuHa 2025 Poamip ynakoBxku B
MNokasHWKK AKOCTI Bonyctumi mexi Pesynbtatu
Onuc bini, oranbHi gBOONYKNI TABNETKU 3 PUCKOID 3
obox Gokis, 3i wWTamnamn «G» 3 ogHoro bory | Bignosigae
i «60» 3 iHWoro BoKY pucku 3 060X HOKIB.
IpenTudirauis rniknasug BEPX
- BEPX Mik BEPX rniknasmnay nokasye ToM camuid yac | Bignoeigae
YTPUMYBAHHA, W0 | CTaHaapT
Yo MK rniknasnay Npu ckaHysaHHi Y& niopHo- Bignosinae
MATPUYHUM JeTeKTOpOM BiANOBIAAE CNEXTPY
CTaHAaPTHOro 3pasKka
CaHopigHicTb A030BAHUX OAUHULL
{OB) Binnosigae €sp. ¢. (2.9.40)
AV 5,2
Mpohgena cTagin 1
KinbkicHe Bnznauennn (BEPX) 95-105% 99 %
CynposigHi gomiwkn (BEPX)
- Jomiwka A He Ginbwe 0,2% < 0.05 (0.017) %
- OKpema Hesigoma A0MIllKa He 6inbwe 0,2% 0.05{0.043} %
- 3aranbHi AoMiLIKK He 6inbwe 0,5% <05%
Po34uHEeHHA
MiH. 9% - 29% po3umnHAETbeA 3a 120 xBrAWH 19%,
Maxc 9% - 29% po3uMHAETLCA 32 120 XBUAWH 23%
CepeaHe 9% - 29% po34MHAETLCA 3a 120 XBUAWH 21%
Npoligena ctagia (120 xBUAMH) 1
MiH. 36% - 61% po3unHAEeTLCA 3a 300 XBUIMH 54%
Maxc 36% - 61% po34nHAETLCA 33 300 XBUAMH 61%
CepegHe 36% - 61% po34ynHAeTbeA 33 300 XBUAMH 57%
Npo#aeHa cranjia (300 XBrAKnH) : 1
MiH. He meHule 80% po34nHAETLCSA 3a 660 xpunuH | 95%
Makc He meHwe 80% po3unHAeTbCA 3a 660 xeuanH | 103%
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CepeaHe He meHle 80% po3urHAETLCA 3a 660 xsuanH | 100%
NpoipeHa cTagia (660 xBUAUH) 1

Mikpobionorial {€.¢. 2.6.12, 2.6.13):

- 3araneHa KinoKicTL aepobHux He Ginbwe 103 KYO/r Tecr He
MikpoopraHismis (TAMC) BMMaraerbea
- 3aranbHa KinbKicTb APIKIOMOSUX Ta He Binbwe 107 KYQ/r Tect He
nniceHepux rpmbis (TYMC) BMMaraeTbCA
- Escherichia coli BlacyTHICTL/T TecT He
BUMAracTbCs

Npu Bunycky nposoasTs mikpoBionorivxe BUNpoOyBaHHA HAa NepLIUX 3 cepifax, a noTim,
LoHarMmeHLWe, wopiyHo.

MNocunaHHa —
MeperasaHyro: ........Evelina Hristova Aara: 23.01.2025
MeHeaKep (nianumc}) -
% & i v
X \n:;;‘g‘,“i;f?ém é
3aTBepAKEHO ......... Aneliya Yordanova Aarta eunycky: 23.01.2025 :

Crapwmii ximix  (nignuc)

bankaHdapma-AynHuua AT, lynHuus 2600, Boarapis, Bya. CamoKoBchbKe Woce, 3
T.+359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

Le# AOKYMEHT BYN0 CTBOPEHO B eN1eKTPOHHIA CUCTEMI 3 @NeKTPOHHUM NIANMCOM

23.01.2025 Homep 3BiTy 429338




6

AEPKABHA CIYIKBA 3 JIKAPCBKUX 3ACOEBIB TA KOHTPOJUIIO 3A
HAPKOTHKAMH Y KUIBCHKIA OBJIACTI

npoe. Csitmunoi Hanil, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koz CAPIIQY 37078774

BIUCHOBOK
NpOo AKICTH BBe3eHOro B YKpaiHy JiKapehKoro 3acoly

24.02.2025 Ne 7154/25/10

PJIIKJIASHI-TEBA MR

{(HaliMenyBanHs NiKapchkoro 3acoBy 3TIMHO0 3 PEECTPAITIHHIM [OCBINUEHHAM)
Tabaerkn 3 mogndixoranum BuBinLHennAM, no 60 mr; no 10 Taéaerox y Gaicrepi; mo 3
Gaicrepn y kopobmi
{(bopma BEIyCKY, 103YBaHUA, BUA TAKYBANIA TIKapCEKOTo 3ac0Gy)

Howmep peectpauiiinoro nocsiauenns UA/16821/01/02 crpox nii peectpauiiinoro nocriguenna 01.01.2099
Cepis nikapcrkoro sacofy No 166643 Kinexicrs eBeseHoro mikapeskoro sacoby 16219

BupoGHuk bamxangapma - Jynunusg AT, Bonrapis
(zaliMenyBaius BUPOGHHKA RikapCHKOro 3acofy, KpaiHA IOX0KEHHN)

Breacro B Yipaiay Tosapucrso 3 06mexenoro Bixnosinansnicro "Tesa Yipaina", inent.
woa: 34770471
{(naiimerypanna Ta kog 3a €JIPIIOY jopuarunci ocoOu afo mpizemie, iM's, 10 GaTBKOBL hizmaHo]
©co6H - niAnpyeMus, T micie MposxuBanHg Ta peecTpauiliuui HoMep obnikono? KapTKH ILNaTEWKA
nopatkie abo cepig Ta HoMep nacnopra)

IIpotoxon BizyansHero kourpomo gig 20.02.2025 »x 0479/2.

3a  pesyneTaTAMH EPKABHOTO KOHTPONIO BCTAHORNEHO, INO WIKapehkmil 3aci0  BBE3eHO B Vrpainy 3

AOTPHMAHHAM BUMOr 3aKOHOIABCTEA MO0 3a(eaNeYeH s AKOCT JIKAPCRKHX 32c06iR,

lj KOHTPOMO) {pinnsc) {inidianm va npizsmue)

i ' o ‘\.‘, m‘“”v\:"!’ % = -
3.o. ;ugj{izug:‘sqs‘n\"éf CAVIKOY T, \" % Onrra CPLOMEHKQ

ST
% EHT“QE“K&LI'MH
N m:on34770471 4
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Kog marepiany
Onuc mavepiany
Cepisa

Hlara supobHuuTea

YMmoBu 36epiraHns

ApXiBHa KinbRicTh
flixapcbka dopma

Cuna afif AkTueHicrs
Kpaina noxoaxerns

07-kBiTHA-2025
12:28:48

Ceptudikat Bunycky cepii

1212406

Homep cepii pas 40000316998

iHCnexu,ii

Iniknasua-Tesa MR, TaGretiu 3 MOAMDIKOBAKMM BUBIAEHEHHAM N0 60 mr, Ne 30 (3

Ericrepu x 10 Ta6a.)
170536
13 6epesnn 2025

He notpebye cneuianbhux ymon

Posmip cepii
TepmiH npuaaTHocTi
fata nakysauus

15791 ynakosox
Bepezenb 2027
19-20 6epesna

KpaiHa-imnoprep

38epiradna 2025

18

MepopansHi Tabnetku 3 Tvn nakysaHuA Bnicrep

NPONGRIOBAHUM BUBIAbHEHHAM

Fniknazup 60 mr Po3mip ynakosku 30

bonrapia Koa npoaykty Ha PUHKY -

YKpaiHa Hamep peectpauiiivoro UA/16821/01/02
nocsigyeHHA

AinbHuug, wo Bianosigae 3a BUNYCK cepil

Ha3Ba

agpeca
Homep fniyeHsi

HoMep cepTidikara sianosiaHoCcTi GMP
LinbHuysg, wo Bifgnogigae 3a KOHTpOAB cepii

Ha3B&
afpeca
HOomep nileHsii

ROMED cepTudikara eignosigHocT] GMP
BinbHuua, o Bignoeinae 3a NaKyBaHHA cepii

Hazea
agpeca
HOMED niuersii

HOmMep cepTudiraTa BianosigHocTi GMVP

bankandbapma-OynHuus AT,

ByA. CamokorcbKe toce, 3, 2600 OynHuug, Gaonrapia
BG/MIA-0497

BG/GMP/2025/296

bankakdapma-Lynuuia AT,

Byn, CamoKoscbke woce, 3, 2600 Oynrinug, Bonrapin
BG/MIA-0497

BG/GMP/2025/296

bankandapma-Oynnuua AT,
8y/. CamoKoRCbKe LIace, 3, 25800 Aynauus, Gonrapis
BG/MIA-0497

NMaxkyBanbHi martepiann

F.GLICLAZID-TEVA MR 60 MG TAB UA

BG/GMP/2025/296
SKU naxkyBaHHA Cepii Homep nepernaay
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000088793 | 03
4502723 6000034398 a1
LGLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000091549J;03

AinbHuyna, we BignoBigae 1a BUPODbHUUTBO

cepit “in bulk”
Ha3ea

aapeca

Homep nideHsii

Homep ceptudikata signosigHocti GMP

Bankandapma-AynHuys AT,

BY/. CamoKoBCbKe woce, 3, 2600 AynHwua, bBonrapia
BG/MIA-0497

BG/GMP/2025/296

Onuc SKU

Homep SKU l cepii [ Jarta BupoGHuurea

BUBINbHEHHAM

FAikAa3mna 60 mr TabneTkm 2 MoArdIKOBAHUM

3331216

( 2000142506 | 13 6epestn 2025

dinersuua BUPOBHULTBA gilovoi peyosWHM

Hazga

Hedanr Dkiyxoy dapmacestikan Ko. T4,

Ar an

{

S LS

04 0f. XJ’W%
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aapeca Baiwa Poap 99, 318000 Tiaxoy Citi, KuTa#
HOMER NiueHsil 20000292
Homep cepTudikata BianosigHocTi GMP 21220017
Homep FE| 3003744377
Onuc SKU Homep SKU Homep cepii CEP/DMF T
Fniknzsng, EP 2100601 5000033274 R1-CEP 2003-138-REV 01

Poscnigysanna - sigcythii
Mpouec Banigayii cepii - BIOCYTHIN

1. JakHum A NinTBEPANKYD, U0 BULLIE3a3HAYCHY Cepilo, BKAKYAYUM MPOMIMHI NPOLECK Ta aKTHBHI pedoBrHKU, Byno

BUNYWEHO AnA NPOAasKy Ha PUHKY.
2. laHkum A 33861810, Wo nodaka euue iHpopmauis € AocToBipHa Ta ToYHA. Haua cepia npogykry Byna BUIOTOB/IEHaE,

3. MpoTokaenwu BMPOBHUUTBA, YNaKoBKM | aHanisy cepii 6ynn POArNAHYTI i BUBHAHI TaKUMK, LD BiANORIAAOTL BUMOram GIVIP
i TexHivHoT yrogu,
Komenartpi: Nonepegniii Homep cepTidikaTy GMP: BG/GMP/2023/244

Ceprudikar aHanisy Ne 508901/ Aava 07.04.2025

CeptudikaTt Bunycwy cepii 1571

Bunyweno: Veselina Galeva-Karakoleva . YNOBHOoBaxeHa ocofa. Aata/uac: 07 kpiTHs 2025, 12:28:46

LORYMEHT cTROpeHni & ENEKTPOHHINA CUCTeMI 2 E/EKTPOH HM nianucom

IcaREEA
me“-mepma
xon 34770470 g,
2
r"d.?
: ezt W




Bipgain xonTponio sakocri, Aynuuua, bBoarapia

CEPTUDIKAT AHANIZY

W‘Ipo,u,ym: Fhiknasua-Tesa MR, no 60 mr

Nocunanma Ne; 3331216 Homep cepii 2000142506
MeTtoa: SDIR006587/4 TepmiH npuaaTHocTi 09 BepecHs 2025
Aarta eupobHuuTBa: 13 BepesHn 2025
Crneuwndikayia Ne: AS001261/15 Homep ceprudikaty 508901
aHanizy LIMS
JaTa ananisy: 07 kBitHA 2025 Po3mip ynakosru -
NokazHuku akocti Aonycrumi mewi Peaynabrati
Cnuc Bini, oBanbHi ABOOAYXAI TaBAeTKY 3 PUCKOIO 3
ofox Bokis, 3i WTamnamu «G» 3 oAHoro boky | Bianosigae
I «60» 3 iHWOro 6Ky pucku 3 060x Gokis,
lAenTudikauia raiknaszmg BEPX
- BEPX MNik BEPX rniknazugy noxasye 7ol camuid wac | Bignosigae
YTPUMYBAHHS, WO | cTaHgapT
YO Nix rniknasuay npu CKaHyBaHHI Y& piogHo- Bisnogrigae
MaTpldHkm peTekTopom signasigac cn eKTpy
CTaHAAPTHOIO 3pasKa
OpHopigHicTb go3oBaHnx CAUHMLL
{OB) Bignosiaae €ap. . (2.9.40)
AV ' 4,3
Mpoigena craain 1
KinbKkicHe Bu3HayenHs (BEPX) 95-105% 101%

CynposigHi gomiwku (BEPX)
- lomiwka A

- Orpema Hesigoma AOMillKa

He binbwe 0,2%

He Ginblue 0,2%

<0.05(0.011) %

<0.05(0.032) %

Npoiaena cragia (660 xanamw)

- 3aranbHi gomiliKu He dinblie 0,5% <05%
PosyuHeHHn
MiH. 9% - 29% po3unnHAeTben 3a 120 XxBuAUH 18%
Makc 9% - 29% po3umMHAETbCA 33 120 XBUAWH 22%
Cepenne 9% - 29% posumuHAeTbCA 33 120 XBUAMH 20%
Npoigera crapis (120 XBUINH) 1
MiH. 36% - 61% posunHAeTbeA 33 300 XBUAWH 51%
Makc 36% - 61% posvuHAeTsca 3a 300 XBWAUH 59%
CepegHe 36% - 61% posumHaeTsea 3a 300 XBWAKH 55%
Mpoiaera cragis {300 XBUAMH) 1
MiH, He merwe 80% po3ynHAeTbeA 33 660 XBUAKWH | 94%
Maxc He meHie 80% posuMRrAeTsen 3a 660 XBUAUH | 102%
CepeaHe He meHWwe 80% poaduHnAcTheA 33 660 XBUAWH | 99%
1
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Mikpa6ionoria ! (€.0.2.6.12, 2.6.13): ]
- 3aransHa KinbKICTb aepofHux He Binblwe 10* KYO/r Tect He
MiKpoopranizmie (TAMC) BUMAraeThCA
- 3aranbHa KiabkicTs APRIHAKOBUX Ta He Binsue 102 KYQ/r TecrHe
naiceHesux rpubis {TYMC) BMMaracraca
- Escherichia coli BiACYTHICTL,/T Tect He

BMMAraeThen

Mpwu sunycky NPoBOAATL MiKpobionoriuHe BUNPoGyRaHHA Ha nepumx 3 cepinx, a noTim,
WoHakMeH e, WopiuHo,

Nocunanns —
MeperasHyro: .........Silviya lvanova Aara: 07.04.2025
Craplumii ximix {niammc) 5
Q Ao Fo
, OBV
3arBepameHo ... Silviya lvanova fata Bunycky: 07.04.2025 emxﬁ;;g;;
Craplmii ximix (nipnuc) \QW

BanKaHd)apma—,D,ynHmu,ﬂ AT, AiynHnus 2600, bonarapis, syn. Camokoschre woce, 3
T.+359(701) 58 477, E-mail: dupoperations@tevagg, www.teva. bg

Lle# nokymenT Byno cTeopeHo B @NEKTROHHIN CUCTeMI 3 enekTPoHHUM nianKcom

07.04.2025 Homep 38iTy: 459538
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HEPJKABHA CJIVIKBA 3 JIKAPCLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KUIBCHKIIT OBJIACTI

npos. CeiTnuunoi Hapii, 3, M.Kuig, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPITOY 37078774

BHUCHOBOK
Npo AKICTE BBE3CHOT0 B Ykpainy nikapenkoro 3acoly

28.04.2025 Ne 19385/25/10

LJIKJIASHAA-TEBA MR
(HaliMenyRaHKA RikapchKoro 3acoBy 3rigio 1 peecTpariinm TIGCBIAHCHITAM)
Tabirerky 3 MoaupiKoBaAHMM BUBINLIEHHAM N0 60 mr, o 10 tadnerok y dJuricrepi; no 3
Gnicrepu y kopo6ui
(bopma Bunycky, AO3YRALIA, BHA NAKYBaIHs NIKAPCHKOTO 3acoby)

Honep peectpaniiinoro nocsiguenns UA/16821/0 1702 crpox ait peectpaniiinoro nocriguenna 01.01,.2099
Cepis aikapeekoro =aco6y Ne 170536 KintkicTe BRE3GHOTO NMixapewkoro sacoby 15791

BupoGHuk Bankaupapma-Jlynaums AT, bonrapia
(nafimenryeanns BrpobHnKa 1iKapcakoro 3acoly, kpaina NOXO)BKEH LN )

Bresexo » Yipainy Tosapucrro 3 o6menenoro BinnoriganLmicTo "Tesa Ykpaiua", ixcur,

wox: 34770471

(1afiMciiyBams Ta Kog 32 EAPTIOY 10puanunoi ocobn abo Api3BHLIe, iM's, M0 GaTLKOB (piznunel

ocobu - mianpuenmus, ii Micie TIPONHRAHHA T2 peecTpauiinmii noMep o6aikosot KAPTKN [METHHKA
noexatkis ato CCpit Ta HoMep macniopra)

lporoken Bizyansiore wonrpomo sin 23.04.2025 N 1252/6.

32 pesynnTaTamu HCPHKABHOTO  KOHTPOITIO BCTAMOBICHO, 100  nikapcokuil  3a¢i6 sReseno s Yxpainy 3
JOTPHMAUHSIM runmor 3aKOHOIARCTRA 11040 3a6C30eUe HEA TKOCT] TKAPCHIKUX 3ac00in.

B, 1:;}3€‘;1:[[1§iiiirc'ii e Qotnra CPLOMEHKG
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08-k8iTHR-2025
09:16:16

Ceptudikar sunycky cepii

Koa matepiany 1212406
Onuc marepiany
Hnicrepu x 10 tabn.)
170764

15 6epesnn 2025

Cepin
farta BUpObHMUTEA
Ymosu 36epiraHHs

He noTtpefye cneujansHUX YMOB

Homep cepii gna 40000318078

iHcneKuyiv

Mniknasng-Tesa MR, tabnetku 3 MoaKbiKOBAHUM BMBINbHEeHHAM no 60 mr, Ne 30 (3

Poamip cepii
Tepmin npupaTtHocTi
Aara nakyBaHHR

14676 ynakosok
bepeseHb 2027
21 BepesHa 2025

3bepiraHHa
ApxXiBHA KiNbKiCTb 18
Nirkapcbka dpopma MepopanbHi Tabaetkn 3 Twun nakyBaHHA Enictep
fIPONQHTOBAHMUM BUBINbBHEHHAM
Cuna gil/ AKTUBHICTD Fniknasng 60 mr Poamip ynaxosxu 30
KpaiHa noxoaeHHsR boAarapin Koa npoayKTy Ha pUHKY =
Kpaina-imnopTep YKpaida Homep peectpauifinoro UA/16821/01/02

nocsigueHHs

dineHnys, wo sBignoBigae 3a BURyCK cepil
Ha3sBa

agpeca

Homep nigeHsil

Homep cepTudikata BignosigHocti GMP
AinbHuuA, ulo BIANOBIAEE 38 KOHTPOAL Cepil
Hasga

agpeca

Homep niteHsii

Homep ceptudikata BignosigHocTi GMP
AinbHuuA,uio BigNoBiaaE 3a nakysaHHA cepil
Ha3Ba

agpeca

HoMEpP niueHsil

Haomep cepTudikaTa BignosigHoCcTi GMP

Bankandapma-OynHuus AT,

Byn. Camokoscbke Woce, 3, 2600 AynHuusa, Bonrapis
BG/MIA-0497

BG/GMP/2025/296

Bankandapma-QynHuua AT,

By, CamokoBcbKke Woce, 3, 2600 AynHuua, bonarapia
BG/MIA-0497

BG/GMP/2025/296

bankardapma-Aynnuua AT,

Byn. CamoKkoecbke woce, 3, 2600 [lynnuua, bonrapia
BG/MIA-0497

BG/GMP/2025/296

NakyBanbHi matepianm SKU naxkygaHHA Cepii Homep nepernany
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000088793 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000034398 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000091549 | 03

OineHuuda, wo signosigae sza eupobuuyteo
cepii “in bulk”

Ha3iga Bankandapma-AynHuus AT,

agpeca syn. CamoroaceKe Woce, 3, 2600 AynHuus, Bonrapis
Homep AlueHsii BG/MIA-0497

Homep cepTudikara signosigHocTi GMP BG/GMP/2025/296

Onuc SKU Homep SKU capil Aata BMpobHUUTBA
Friknasug 60 mr tabnetky 3 mogudikoBaHUm 3331216 2000142512 | 15 bepesHa 2025

BUBINbHEHHAM

AinbHnua eMpobHUUTBA Ailo4ol peyoBUHU
HasBa

Henanr [kiyxoy PapmacesTikan Ko. ITA,

b an #4318
i o AS A
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aapeca Baiwa Poap 99, 318000 Tiawoy Citi, Kuta#
HOomep nileHsIT 20000252

Homep ceptudikaTta BignosigHocTi GMP 21220017

Homep FEI 3003744377

Onuc SKU Homep SKU Homep cepii CEP/DMEF

[niknasua, EP 2100601 5000033274 R1-CEP 2003-138-REV 01

Po3cnipyraHHs - BigcyTHIM
MNpouec sadipalii cepii - BiacyTHIN

1. JanHrvm A nigTBepAMKylo, WO BWIULIE333KAYERY CEPID, BRAKHAKYY NPOMIMKHI MPOLELCU Ta akTUBHI peEHOBMHY, Byno
BUIMYLWEHO AR MPOAANKY Ha PUHKY.

2. JaHHum 1 3288N510, WO nogada evwe iHbopmauia € pocTtosipHa Ta Touna. [aHa cepia npopykTy Byna BUrcToBneHa,
BK/KOYAKYM NAKYBAHHSA | NPOBEAEHUA KOHTPOAb AKOCT Ha BKA3aHIM BUPOBHUYIK AiABHKLI Y NOBHIK 8iaN0BIAHOCTI A0 BUMOT
GMP, BCTaHOBAEHUX MICLLEBUM PETYAATOPHMM OPraHoM, a TaxoX y BignosigrocTi ao cneuundikaull go PI kpaiHm-
imnopTepa Ha npenapar.

3. MpoToKoAW BUPGORULTEE, YNSKOBKY | ananisy cepii Byau po3rnaHyTi | BU3HaHi TAaKUMM, WO BIANOBIAA10TL BUMOramM GMP
i TexHiuHoi yrogn.
Komewnatpi: MNonepesHil Homep ceptudikaty GMP: BG/GMP/2023/244

CepTudikar aHanizy Ne 508920/ farta 07.04.2025

Ceptwdikat Bunycky cepii 1580

Bunywenro: Zoya Georgieva-Falina, ynosHoBaxeHa ocoba. Hatafuac: 08 ksitHa 2025, 09:16:14

FOKYMEHT CTBOPEHMIA B €N1EKTPOHHIN cUCTEM] 3 BAEKTPOHHUM NiATUCOM

. T
wiipikaulfhims g
34770471 4
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Binain koHTponto akocTi, AynHuua, Bonrapia

CEPTUQIKAT AHANIZY

Mpoaykr: Taiknazup-Tesa MR, nc 60 mr

MocunaHHa Ne:

3331216

Homep cepii

2000142512

MeToa:

SDIR006587/4

TepmMiH NpuaaTHOCTI

11 BepecHs 2025

Hata BupobHMITRE:

15 bepesnn 2025

Cneundirkauia No: AS001261/15 Homep ceprudikaTy 508920
aHanisy LIMS
Jata aHanisy: 07 kBiTHg 2025 Po3amip ynakoBKK -
MlokaszHuKkK akocri Jonycrumi mei Pesynbrati
Onuc bini, oBanbHi pBOONRYKAI TABAETKM 3 pUCKOIO 3
obox boxis, 3i wWTamnamu «G» 3 ogHoro Boky | Binnosigae
i «60» 3 iHWoro Bory puckks 3 oBox GoKiB.
laeHTugikauis raiknazng BEPX
- BEPX [Tik BEPX rnixnasuay nokasye 70l camuii vac | Bignosigae
YTPYMYBaHHA, WO | CTadHAapT
-Yob ik raiknasuay npKM ckanysaxHi YO aiogHo- Bianoeigae
MATPUUHUM [1eTEKTOPOM BiANOBIAAE CNEKTpY
CTaHAAPTHOrC 3pasKa
OAHOPIAHICTD AO30BAHUX OAMHULD
(OB} Bignosipae Esp. ¢. (2.9.40)
AV 4,3
MpoiaeHa cragin 1
KinokicHe BuaHaueHHn (BEPX) 95-105% 102%

CynpoeigHi gomiwxm (BEPX)
- [lomitika A

- Oxpema HeBigoma gomilKka

He 6inbwe 0,2%

He Ginbwe 0,2%

<0.05(0.013) %

< 0.05(0.041) %

- 3aransHi LomMiwKK He Binbwe 0,5% <0.5%
PO3YMHEHHA

MiH. 9% - 29% po3unHaeTeea 33 120 xBUNUH 19%
Makc 9% - 29% pO34YMHAETLCA 3a 120 xBUNKH 21%
CepepnHe 9% - 25% po3sunHAETLEA 32 120 xBUAUH 20%
MpoitpeHa cragia (120 xeunmH} 1
MiH. 36% - 61% po3vuHaeTbeA 3@ 300 XBUAMH 54%
Makc 36% - 61% po34ymHaeTbea 3a 300 xBUAKWH 60%
CepeaHe 36% - 61% po3unHaeTbea 3a 300 xBUAMH 57%
MpokiaeHa ctagia (300 xsunun) 1
MiH. He meHwe 80% po34MHAETLCA 33 660 xBuanH | 97%
Mawrc He meHwe 80% po34nHAETbCA 3a 660 xsranKH | 103%
CepegHe He meHwe 80% po3vmHAETLCA 38 660 xsrand | 100%
MpofiaeHa cragin (660 XBUNKUH) 1




tevd

MikpoBionorin ! {€.9. 2.6.12, 2.6.13):

- 3aranebHa KinbKicTb aepobHux He Binbwe 10% KYO/r TecT He

mikpoopraniamie (TAMC) BMMAraeTsocs

- 3aranbHa KINBKICTb APIMAMOBKX Ta He Binbwe 10% KYO/r Tect He

nniceHesnx rpubis (TYMC) BUMAaraeTbea

- Escherichia coli BiACYTHICT/T Tect He
BUMAraeThca

Mpu Bunycky NposoaaTs Mikpobionoriude BunpobyBaHHa Ha Nepluunx 3 cepiax, a noTim,
WOHANMEH WE, WOPIMHO,

MocHnaHHA —
MepernsiHyTo: ......... Iskra Razmirska Aara; 07.04.2025
Craplimin ximix (nignuc) i
iy {Rkst)
\, Iﬂ:;gg‘ﬁf;ggqﬂ &
3aTBepPAKEHO ......... Iskra Razmirska Barta sunycky: 07.04.2025 X2y,
Crapwmi ximik (nignvc)

bankardapma-Aynuuua AT, QynHuusa 2600, Boarapin, syn. CamoKoBCbKe Woce, 3
T.+359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

Lleit gokymeHT Byn0 CTBOPEHO B BNEKTPOHHIA CUCTEMI 3 IEKTPOHHUM NIANUCOM

07.04.2025 Homep 3siTy: 460000




AEPIKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMHR ¥V KUIBCBKIN ORJACTI

npor. CeitTnuanol Hanil, 3, m.Kuie, 02099, ten/darc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3eHOr0 B YKpaiHy JiKkapchKoro 3aco0y

08.05.2025 No 21560/25/10

TUIKJTAZUI-TEBA MR

{HafiscHyBanns AIKAPCBKETe 3ac00Y SN0 3 peccTpauiliHMUM 110 CRi 9 eHNAM)
TabiaeTiu 3 Moxugiconanum BHBLIBHEHHAM, 10 60 Mr; no 10 Tabaerok y 6aictepi; o 3
Oaicrepu y kopodui

(popma numtyexy, A03yBalnis, B BAKYRAHHS 1iKaPCRKOTO 32c06y)
Homep peecrpanifinoro nocsinuenns UA/16821/01/02 erpox nii peccrpanifinoro nocsizuerns 01.01.2099
Cepis nikapcwxoro 3acody Ne 170764 KinekicTn BBe3enorOo Aikaperkore sacoby 14676

BupoGimx banxandapma - Hynuuug AT, Bonrapis

(uatiMerynamiss BUPOOHHKA NikapcsKoro 3acofy, kpaila eXe/UKCHL)

Baeseno B Ykpainy Topapucrso 3 obmexenoro signosizansnicrio "Tesa Yrpaina", igeur.
xox: 34770471

(natimerrysanna va kox 3a EJIPIIOY ropaansuol ocobu abo npissuule, id'a, 0o 6aTeKORI (i3munol
0colH - MiAnpUeMU, 17 Miclle OpoxuBaHa Ta peccTpauiiiEnit Homep o6nikoroi kapTke niaTHIK:
nogaTkis afo cepisn T2 HoMep nacmopTa)

HpoTokon sisyansuoro kontpomo eig 07.05.2025 Ne 1395/5,

34 pesynnTaTaMM  JIEDMABHOTO  KOHTPONIO BCTAHOBNEHO, WIG Jlikapchkuit sacid BeezcHo B Vkpaiuy 3

AOTPHMAHHSIM BHMOT 3aKCHOZABCTBA 00 3a0e3MeueH A AKOCT JIIKAPCHKIX 39C00in.
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08-keiTHR-2025

CepTtudikar Bunycky cepii

Koa marepiany 1212406
Onuc marepiany
Gnictepn x 10 Tabn.)
170658

14 BepesHn 2025

Cepin
Hara supobuuyrea
YmoBu 36epiradHs

He noTpebye cnelianbHUX YMOB

Homep ceplii pnn
iHcnekLuTi

Posmip cepii
TepmiH npuaatHocTi
HAara nakysaHHA

09:38:47

40000317334
{niknasup-Tesa MR, TabneTkn 3 moandikosaHMm BUBIAbHEHHAM no 60 mr, No 30 (3
15273 ynakoBoK

bepeseHb 2027
20 bepeskHa 2025

3bepiraHHa
ApXiBHA KinbKicTb 18
Nikapcbka dopma MepopansHi TabneTkK 3 Tun nakyBaHHA bnicrep
NPONOHIOBAHWM BUBINBHEHHAM
Cuna ailifAkTusHicTb Fniknasng 60 mr Poamip ynakoskm 30
KpaiHa noxogeHusa bonrapia Kofa npoAYKTY Ha pUHKY -
Kpaika-imnoprep Ykpaina Homep peectpayiiHoro UA/16821/01/02

NOCBiAYEeHHS

AinbHnug, wo sinnosigac 3a BUNYCK cepil
Ha3Ba

agpeca

Homep AileHsii

Homep cepTidikaTa signosiaHocTi GMP
AinbHuua, Wo Bignosigae 3a KOHTPOAL cepii
HazBa

afpeca

Homep niLeHsii

Homep cepTudikaTa BignosigrocTi GMP
AinbHuuga,tio Bianosigas 3a nakysaHHs cepli
Ha3lBa

agpeca

HOMep RiLeHsil

Homep cepTudikata signosigHocti GMP

bankandapma-AynHuus AT,

By, CamoKoOBCbRE Woce, 3, 2600 /lynHuua, boarapia
BG/MIA-0497

BG/GMP/2025/296

bankaHdapma-fynHuun AT,

Byn. CamokoBcbKe wWoce, 3, 2600 AynHuua, boarapia
BG/MIA-0497

BG/GMP/2025/296

bankandapma-AynHuua AT,

Byn. CamoxoBeeKke woce, 3, 2600 JynHuug, bonrapin
BG/MIA-0497

BG/GMP/2025/296

MNaxkyBaabHi maTepianu SKU nakyBaHHA Cepii Homep nepernapy
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000088793 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000034398 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000091549 | 03

AinbHuya, wo eignoeiaaec 3a BMPOBHMUTBO
cepii “in bulk”

Ha3Ba

aapeca

HOMED RiLeH3IT

Banxandapma-Oynyunus AT,
Byn. CamoKkosceke Woce, 3, 2600 AynkKua, bonrapis
BG/MIA-0497

Homep ceprudikata BignosigHocti GMP BG/GMP/2025/296
Onumc SKU Homep SKU cepii Jara BupobHuuTsa
Cnixnasug 60 mar Tabnetku 3 MognGikoBaHUM 3331216 2000142510 | 14 bepesHn 2025

BWUBIABHEHHAM

AinbHuua BURoBGHULTEBA RiIK0HOT PEHOBUHM
Ha3Ba

Helanr Oxiymoy Papmacestikan Ko. 1T,

by

" 4}:5&5’55’0

1505 27, %f%
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aapeca

Baiwa Poag 99, 318000 Tiaxoy Citi, Kutah

Homep Afuenrsii 20000292

Homep ceptudivaTa BignosigHocTi GMP Z1220017

Homep FEI 3003744377

Qnuc SKU Homep SKU Homep cepil CEP/DMEF

fniknasug, EP 2100601 5000033274 R1-CEP 2003-138-REV 01

PoscnigyeanHA - sBincyTHIM
Mpouec Banigawii cepii - BincyTHIN

1. JanHum A NigTBEpAMKYI0, WD BULLE3a3HayeHy Cepil, BKNOHAKOUM NPOMINHI Npoueck Ta akTWMBHE peyosuHW, Byno
BUNYWEHO 445 NPoAaKy Ha PUHKY.

2. flaHHum A 3aABAso, WO NogaHa suie iHpopmalin € focTosipHa Ta TodHa. flaHa cepin npeaykTy bByna BUToTOBAEHa,
BHIOYAIOYM NaKYBaHHA | NPOBEASHUI KORTPOb AKOCTI Ha BKa3aHii BUPoBHUYIN finbHULI Y ROBHIM BIANOBIAKOCTI 40 BUMOT
GMP, BCTAHOB/AEHUX MICLEBMM PEryIATOPHUM OpPraHom, a TAaKoX vy eignosigHocri ao cneyndixkauil go PN kpaiHw-
imnopTepa Ha npenapar.

3. NpoTokonu BUpoBHULTBEA, YNAKCOBKK i aHaNisy cepii Oynu po3rAsHYTI | BUIHaHI TaKKUMuU, L0 BignosigaioTs Bumoram GMP

i TexHi4HOT yrogm.

KomeHartpi: NMonepeaHii Homep cepTudikaty GMP: BG/GMP/2023/244

CepTudikaT aHanisy Ne 508917/ Nlata 07.04.2025

Ceptudikat Bunycky cepii 1584

BunyiieHo: Zoya Georgieva-Falina, ynobHoBaxeHa ocoba,

JLOKYMEHT CTBOPEHMIA B MEKTPOHHIN CUCTEM 3 @IEKTPOHHMM NiANUCOM

Larafqac: 08 keitHa 2025, 09:38:46

Tk pUiT
> [4e}1Y 3A77047 i




tevd

Bianin KoHTponw Akocti, AynHuua, boarapis

CEPTUDIKAT AHANIZY

Mpoaykr: niknasna-Teea MR, no 60 mr
“MoewnanHa Ne: 3331216 Homep cepii 2000142510
MeTtoa;: SDIRO06587/4 TepMiH NpUAATHOCTI 10 sepecHn 2025
Jara BUpoOHUIITRA; 14 bepesnna 2025
Cneumdikauin Ne: AS001261/15 Homep cepTudikaTy 508917
aHanizy LIMS
Jarta ananiay: 07 keitHa 2025 Po3mip ynakoBKw -
MNoxa3zHWKY AKOCTI Aonycrumi mewi Pesynbtatn
Onuc Bini, oBanwki ABOONYKANI TABNETKU 3 PUCKOK 3
cbox 6okis, 3i wramnammn «G» 3 oaHoro Goky | Bignosinae
i «60» 3 iHWoro BoKY pUckK 3 0box Bokis.
lpenTrdgikauyia raiknazug BEPX
- BEPX Nik BEPX rniknasngy noxkasye 7ol camuii vac | Bianosigae
YTPVMMYBEHHA, Lo | cTaqaapT
Yo Nk rnikAazugy npu ckanysaHHi YO aiosHo- Bignosipae
MATPUUHUM NeTEKTOPOM BiiNOBIAAE CREKTPY
CTAaHAAPTHOrO 3pasxa
OaHopiaHICTL 4O30BAaHMX OAMHULD
(OB} Bignosigae €sp. ¢. {2.9.40)
AV 3,6
Mpo¥pera crapin 1
KinbkicHe BuiHavyeHHna (BEPX) 95-105% 101%

CynpoBigri gomiwku (BEPX)
- Jomitwka A

- Oxpema HeBiaoMa A0MILLKa

He binbwwe 0,2%

He Ginbwe 0,2%

< 0.05 {0.010) %

< 0.05(0.038) %

- 3aranbHi gomiwkm He binble 0,5% <D5%
Po3uMHeHHs

MiH. 9% - 29% po3unHAETLCA 33 120 xBUAUH 19%
Maxc 9% - 29% po3umHaeTscs 33 120 XBUAUH 27%
CepepHre 9% - 29% po3ynHAeTbea 33 120 xBUAKWH 22%
MNpoitaeHa cragia (120 xeuauH) 2
MiH. 36% - 61% po3unHsREeTLCA 3a 300 XBUAWH 52%
Maxc 36% - 61% posvuHaeTben 3@ 300 xBUAKWH 67%
CepepHe 36% - 61% posvuHAeTbCA 3a 300 XBUAMH 57%
NpoiaeHa cragis (300 xeunuH) 2
MiH. He meHwe 80% po3svvHaerbea 3a 660 xeunud | 93%
Makc He meHwe 80% po34YuHAETbCA 38 660 xBrnuH | 104%
CepepHe He meHwe 80% po3YnHaeTLCA 38 660 xBUAuH | 39%
MpofigeHa cragis (660 XBUAKH) 2




e

Mikpobionorin ¥ (€.®. 2.6.12, 2.6.13):

- 3aranbHa KinbKicTb aepobHMx He Ginbwe 10% KYO/r Tect He

rMiKpooprariamis (TAMC) BUMAraeTheca

- 3aranbHa KinbKicTb APIMANKOBMX Ta He Binbie 107 KYO/r Tect He

naiceHeBwx roubis {TYMC) BMMa3raeTbea

- Escherichia coli BiACYTHICTB/T Tecr He
BUMaraeThca

NMpwi BUNYCKY NPOBOAATL MiKpOBIoAOTiUHE BUNPOBYBaHHA Ha Nepwnx 3 cepiax, a NoTim,
WOHalMeHWe, WOopiUuHo,

MocunaHug —
flepernsHyTo! ... Iskra Razmirska Hara: 07.04.2025
Crapuuia ximik {nignwnc) )
nemmhil‘ﬂ'-ég?;i“ 5
3477 4
3ateepaxeno ......... Iskra Razmirska Aata sunycky: 07.04.2025 o 2
Crapwui ximik {nignuc)

Bankandapma-AynHuua AT, AynHuus 2600, boarapis, syn. CamoKoBCbKe Woce, 3
T.+359{701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

et fokymerT BYN0 CTBOPEHO B EAEKTPOHHIN CUCTEMI 3 ENEKTPOHHUM NiANMCOM

07.04.2025 Homep 3Bity; 459971




A

JNEPKABHA CIYIKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npos, Ceitinunol Hanil, 3, m.Kuie, 02099, ten/garc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIQY 37078774

BUCHOBOK
PO IKICTL BBE3eHOIo B YKpalHy JIIKAPCBKOro 3ac00y

08.05.2025 No 21559/25/10

TJIKJAZNA-TEBA MR
(HafimenyBaHHA MKAPCLKOre 3acofy 3TiMHe 3 PeecTpallif HIM TI0CBIMEHIIAM)
Tabierku 3 MoaugikoranuM BaBinbaenusM, no 60 mr; oo 10 radnerok y Saicrepi; no 3
fuicTepu y Kopobui
((hopma BUITYCKY, HOIYBALIIIA, B NAKYBAHHA JLIKAPCHKOTC 3ac08y)

Homep pecctpauitinore necsipuennus UA/16821/01/02 crpok aii pecerpaniitnore nocrinuenns 01.01.2099
Cepis nixapeskoro sacoby Ne 170658 Kinekicrs BeE3EHOTO NiKapcrkero 3acefy 15273

Brpobuuk bankxandapma - Hynuung AT, Bonrapis
(HafiMeHyBarg BHPOBIHKA AiKapehkoro 3acoby, Kpailia TOXo RCHES)

BaeseHo B Yipaliy Torapuereo 3 oGmexenoo sianoeigannnicrio "Tera Yrpaina", ineur.

won: 34770471

(natimeiypanng Ta ko 3a CAPIOY wopuaaiiod ocobu aGo npispuile, iM'a, 110 SaThKoB] disHutoi

0CO0M - miAnpHeMLs, T1 MicLe IIPOKHEAHHS Ta peecTpauiinuii noMep 06aikonol KApTKH miIaTHiKa
TOJATKIE a00 cepif Ta HOMCp HacTopTa)

INpoToxon rizyansnore kourpomo sia 07.05.2025 Ne 1395/4.

3a pe3yABTATAMH JAEPIKABHONO KOHTPOMIC BCTANOBIEHO, IMO Nikapckkuit  3aci® Beesere B Yipainy 3

AOTPHUMAHHAM BUMOT 3aKOHOJA2BECTRA 1LOA0 3abe3nedeHHA 9KOCT] JiKaperknx 3acobiB.
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08-kRiTHE-2025
10:29:44

Ceprudikar sBunycky cepii

Koa marepiany 1212406
Onuc matepiany

170851
16 bepesHna 2025

Cepina
farta supobHuyTEa
¥mosu 36epiranHa

Fniknasna-Tesa MR, TabneTky 3 MoAKDIKOBAHUM BUBIAbHEH
Gnictepu x 10 1abn.)

He notpebye cneuianuknx ymos

Homep cepii gns
iHenekuii

Poamip cepii
Tepmin npupaatHocTi
Hata nakysadHs

40000318339

HAM no 60 mr, Ne 30 (3

15639 ynakosok
Bepesenn 2027
24-25 Bepesns

30epiraHHs 2025
ApxiBHa KinbkicTe 18
flikapcoka popma MepopankHi Tabnetku 3 Tun nakyBaHHA Baicrep
MPOAOHTOBAKMM BUBIALREHHAM
Cuna pii/AkTusHicrs Fniknazua 60 mr Poamip ynakoeku 30
Kpaina noxopskenns bonrapia Koa npoaykry Ha punky -
Kpaina-imnoprep YKpaina Homep peecrpaujitvoro ’ UA/16821/01/02
noceigMeHHs

AinbHuyg, wo BiaAnoBigae 3a BUNYCK cepil
Ha3Ba

adpeca

HOMED AileHsii

Homep cepTudikata BignosigHocTi GMP
HinbHuus, wo Bianosinace 3a kouTpOML cepif
Has3Ba

aapeca

HOmep fibeHsii

Homep cepTudikaTa BignosigHOCTI GMP

Ainbuuisg,wo eignosigac za NaKkyBaHHA cepii

Ha3sa
aapeca

Homep nileHsii

Homep ceprudikaTa BiAnoBiZHOCT GMP

Bankandapma-AynHuus AT,

ByA. CamokoBebKe Woce, 3, 2600 AynHuus, Bonrapin
BG/MIA-0497

BG/GMP/2025/296

bankandpapma-flynnuus AT,

Byn. Camokrosceke Wioce, 3, 2600 Aynuuus, bonrapis
BG/MIA-0497

BG/GMP/2025/296

banxkandpapma-Aynnuua AT,

8y/1. CamoKosCbKe Woce, 3, 2600 Aynruua, Bonrapin
BG/MIA-0497

BG/GMP/2025/296

MakyBanbHi marepianm

SKU nakysaHH#a

Cepii Homep nepernsny
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000092510 | 03
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000093517 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000034398 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000091549 | 03 ]

HinbAnua, weo BianoBigac 3a BUPOBHWLTBO

cepii “in bulk”
Ha3Ba

agapeca

HOMep AileHsi]

bankandapma-Aynuuua AT,
Bys. CamoKoBChbKe Woce, 3, 2600 AynHuua, Bonrapia
BG/MIA-0497

Homep cepTudikata signosigHocTi GMP BG/GMP/2025/296
Onuc SKU Homep SKU cepii l Harva BupobHnurea l
Tniknasug 60 mr TabreTkm 2 MmoandikosaHum 3331216

BUBINLHEHHAM

2000142513 ‘ 16 6epesnn 2025

|

Ainbhuua Bupo6Huurea afloyo] PEYOBHMHMK

(Nx @/ A 162
Ja< 254

—"
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HasBa WewsHr Jxiykoy PapmacesTikan Ko, /1T,
afipeca Baiwa Poag 99, 318000 Tiaxoy Citi, Kutait
RoMep niueHsi| 20000292
Homep cepTudikaTa BignosigHoCcTi GMP 71220017
Homep FEI 3003744377

J Cnuc SKU Homep SKU Homep cepii CEP/DMF
lniknasug, EP 2100601 5000033274 R1-CEP 2003-138-REV Q1

Poscnigysanua - sigcyTHidt
Npouec Banigauii cepii - sigcyTHilt

1. Jannum a nigreepmwyio, wo BulesasHadueHy cepito, BKAKYAKYM NPOMIKHI NPOLECK Ta aKTUBHI PEYOBUHN, Byao
BUNYLIEHO AfA NPOANKY HA PUHKY.

2. lalnum A 3assnsic, wo noaaHa eBuule iHpopmadis € AOCTOBIPHA Ta TouHd. faHa cepia npoaykry byna BUroTOBNEHS,
BRAIOHAOYU NAKYBaHHA f NPOBE AeHU A KOHTPONL AKOCTI Ha BKasaHil BUPOBHMYII AinbHULI Y NOBHIN BifinosigHoCTi 4,0 BUMOT
GMP, BCTaHoBAEBHUX MicUEBUM PEryaATOPHAM OpraHoM, a TakoM y sianosigHocTi Ao cneundikauii po PIT kpaivu-
iMnopTepa Ha Npenapar.

3. NpoTokonu BUPOEHULTRA, YNaKoBKY i aHanisy cepii Bynau PO3INAHYTE i BU3HaHI Takmmu, wo BiANOBiAa0TE BUMOram GMP
i TexHIUHGT yrogm.

KomeHaTpi: Monepeaniit Homep ceptudikaty GMP: BG/GMP/2023/244

Ceptudirar ananisy Ne 508922/ Hata 07.04.2025

Ceprudirar Bunycky cepii 1586

BunyweHo; Zoya Georgieva-Falina, ynoeHoBsaskeHa ocoba, Aara/uac: 08 keitHs 2025, 10:29:43

LorymenT cTBOpeHuit B ENEKTPOHHIA CUCTEMI 3 €/1BKTPOHH MM nigrucom

3 Naddl
Lpenmdinad

% a7l
R, &0934770 ”‘ﬂ‘




tevq

Bigain koHtpomo skoeti, QynHuus, bonrapis

CEPTUDIKAT AHANIZY

Mpoaykr: Chiknasua-Tesa MR, no 60 mr

MocunaHHa No:

3331216 Homep cepil

2000142513

MeToga:

SDIR006587/4

TepmiH npuaatHocTi

12 BepecHn 2025

Harta BUpobHuuTea:

16 GepesHs 2025

Cneuudikauia Ne: AS001261/15 Homep ceptudikary 508922
aHanisy LIMS
Hara aHanizy: 07 keitHA 2025 Po3mip ynakoBku - J
NoxasHuKM saKocTi Honyctumi mexi Pesynerarun
Onuc bini, oBansHi gBOONYKAI TaBneTKY 3 PUCKOHD 3
obox Bokis, 3i WTamnamm «G» 3 onHoro boky | Bianosigae
i «60» 3 iHworo Boky puckn 3 06ox BOKis.
laenTudikauia rniknasup BEPX
- BEPX MMik BEPX rniknazuay NOKasye ToM camuid yac Bianceinae
YTPUMYBAHHA, WO | cTaHgapT
-Yo Mik raiknasuay npy ckanysaHHi YO AioaHO- Binnosinae
MaTpUHHUM AETEKTOPOM BIANOBIAAE CneKTpy
CTaHAapPTHOro 3pazka
OaHopiaHicTb 4030BaHUX OAMHULL
(OB) Bianosigae €8p. ¢. (2.9.40)
AV 3,6
MNpolnena crapia 1
KinekicHe Bu3Hauenns (BEPX) 95-105% 101%

Cynposiani pomiwku (BEPX)
- Jomiwka A

- Oxkpema nesigoma gomiuika

He Ginbuie 0,2%

He 6inblwe 0,2%

< 0.05 (0.016) %

<0.05 (0.025) %

- 3aranbHi AoMilLKK He 6inbwe 0,5% <05%
PosunHenAn

MiR. 9% - 29% po3unHAETbCH 3a 120 XBUAUH 20%
Makc 9% - 29% pozunHAETbeR 33 120 XBUAUH 21%
Cepeare 9% - 29% poauunaeTbes 3a 120 XBUAMH 21%
MpoiigeHa cragis (120 XBUMMH) 1
MiH, 36% - 61% po3uuHAETbCA 3a 300 XBUAUH 55%
Makc 36% - 61% po3unHAETLEA 3@ 300 XBUAUH 60%
Cepenne 36% - 61% posunnaeTbes 3a 300 XBUANH 57%
MNpofiaera cragia (300 XBUAMH) 1 )
MiH. He meniue 80% po3unuaeToes 3a 660 XBUAUN 94%
Makc He menwe 80% po3unHaeTben 3a 660 xeuanK | 102%
Cepeane He mente 80% posunHAeTbeA 3a 560 xBUAKK 99%
lIpoitnena cragin (660 XBUAUH) 1
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Mikpobionoria * (€.¢.2.6.12, 2.6.13):
- 3aranbHa KinbKicTb aepoBHuxX He Binble 10* KYO/r Tecr He
mikpoopranizmis (TAMC) BUMaraeTLCA
- 3aranbHa KNbLKICTb APIKKOBMX Ta He Ginbwe 10% KYO/r TecT He
naiceHeBnx rpubis (TYMC) BUMAraeTbes
- Escherichia coli BiACYTHICTL/T TecT He

L BUMaraeThcs

Npu Bunycky NpoBoAATL MiKpobionoriyHe BunpobysaHHsA Ha nepwwux 3 cepinx, a noTim,
WOHaWMEHLLE, WOoPIYHO.

MocunawHa —
Nepernanyro: ........Iskra Razmirska Aara: 07.04.2025
Crapwuii ximik (mignuc) o
! eHTiv“‘f{:{‘‘i‘ﬂwﬂﬁ\éH
nlnﬁ 34?704? 1
3aTBEPANEHO ......... Iskra Razmirska AaTa eunyceky: 07.04.2025 ;
Crapuwmi ximik (nianuc)

bankanpapma-Aynuuua AT, AynHuua 2600, bonrapis, By/1. CamOKOBChKe Woce, 3
T.+359(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

Le# poryment 6yno CTBOPEHO B €N1EKTPOHHIN CUCTEMI 3 @ABKTPOHHUM nignucom

07.04.2025 Homep 3BiTy: 459973




AEPAKABHA CIIYIKBA 3 JIKAPCBKITX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJACTI

npos. Csitniusoi Hagil, 3, m.Kuis, 02099, Ten/thaxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
npo SKIiCTL BBe3eHOro B Ypainy JHKAPCLKOro 3acody

08.05.2025 N 21561/25/10

[IIIKJIASHI-TEBA MR

(nafiMenysanig nikapcpKoro 3aco0y 3riano 3 peecrpaluiitmm OOCBITYCILIIAM)
TabaeTku 3 Mopngikopanum BUBITLHEHHAM, 110 60 Mr; no 10 Tabnetor y Gaictepi; no 3
Baictepu y kopobui

(bopma eunmyeky, fozyeanns, sug LAKYBAHHA TiKAPCKKOTO 3ac00y)
Homep peecrpauiiinoro nocriauenns UA/16821/01/02 CTpOK Aiii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nixapeskoro zacoty No 170851 KinskicTs BBesenoro nikapcekoro sacody 15639

BupoGuuk bankaudapma - Hynumus AT, bonrapis

(uativenysams BUPOGHHKA MiKAPCHKOTO sacoDy, kpaia HOXOJPKCHHA)

Beesero » Vikpainy TorapueTro 3 06MeKeHOIO BilnoBinansmicTio " Tera Ykpaina', igeur.
woa: 34770471

(nafimMchysanng Ta ko 3a €APMOY 1opuanunoi ocobu abo Npi3BLIE, IM'4, 110 BaTLKOB] izugnof
ocobu -~ nianpuemng, i Mice IpoxuBaHH Ta peccTpaniduuii Homep obnikoBoi KaPTKH MiaTHHKA
nopatkis ao cepis Ta HOMep nacmopra)

Hporoxon siayansuare konrposo six 07.05.2025 N 1395/6.

3a  pesynnTaraMM  iepmKaBHOro KOHTPOMIO  BCTAHOBACHO, MO  JIKAapchKWil 3aci6  peesetio a Vkpainy 3

AOTPUMAHHAM BUMOT 38KOHOIABCTEL o0 23l e3neTeHHs IKOCT] NiKapeEKux 32c06in,

VAR SIS JANY i
: A e T T = .y
B.o. nguansunsa cavikGs - LAY Onsra EPBOMEHKO
T "'—‘f “.-‘" :- - '4—'*‘:'(—' ‘.\ ,“%- F et . - ] . . A
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Kop marepiany
Onuc matepiany
Cepin

Aata BupobHUUTBa
YmoBHM 3bepirania

Ceprtudikar Bunycky cepii

1212406

Homep cepii ann
iHcnekuT

22-KBiTHA-2025
09:37:46

40000317471

Fniknasma-Tesa MR, Tabnetku 3 MoANPBIKOBAHUM BUBINEHEHHAM 1o 60 mr, No 30 (3

Gaicrepu x 10 Tabn.)
170594
14 bepeaHa 2025

He noTpebye cneujansHux ymos

Poamip cepil
TepmiH npuaaTHocTi
JaTa nakysaHHn

9023 ynaxorak
bepeaeHb 2027
20 bepesHa 2025

36epiraHHA
ApxiBHa KinbRicTb 18
Nikapcbka dpopma MepopantHi TabneTku 3 TuUN NarkyBaHHA Bnictep
NPOAOHIOBAHWUM BUBINBHEHHAM
Cuna aii/ AxTuBRICTL Mniknasuag 60 mr Pozmip ynakosKKW 30
KpaiHa noxoameHHs boarapis Kop npogyKTy Ha pUHKY -
Kpaina-imnoprep YKpaiHa Homep peecrpauiiitoro UA/16821/01/02

nocsiAYeHHA

LinbHnug, uio BignoBigae 3a Bunyck cepil
Ha3Ba

agpeca

Homep niueHsii

Homep cepTdikaTa BianosigHocTi GMP
AinbHuyAa, Wo signosinae 3a koHTPOML cepli
Ha3Ba

agpeca

Homep nigeHzii

Homep cepTudikara signosigHocti GMP
AinbHuysa, o Bignosigae 3a nakysaHHsA cepii
Ha3ga

afapeca

Homep AineHsii

Homep cepTudiraTa BianoeiaHocTi GMP

Bankandpapma-ynHuua AT,

ByA. CamoKoBCbKe Wwoce, 3, 2600 AynHuus, Bonrapia
BG/MIA-0497

BG/GMP/2025/236

Bankandapma-AynHuua AT,

ByA. CamoKkoBebKe Wwoce, 3, 2600 OynHuus, Boarapis
BG/MIA-0497

BG/GMP/2025/296

Bankandapma-Aynnunus AT,

ByN. CamoKoscbKke woce, 3, 2600 Alynduua, boarapis
BG/MIA-Q0497

BG/GMP/2025/296

NaryBanbHi matepianu SKU naxyBaHug Cepii Homep neperanany
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000088793 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000034398 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000091549 | 03

LinbHuua, wo signosigae 3a supobHULUTEO
cepil “in bulk”

Ha3ga

aapeca

Homep NiteH3it

Baskandapma-AynHuua AT,
By, CamoroBebKe woce, 3, 2600 JynHuus, Boarapis
BG/MIA-0497

Homep cepTudikaTta sianosigHocTi GMP BG/GMP/2025/296

Onuc SKU Homep SKU cepii Jara BupobHUUTBa
Miknasua 60 mrtabneTkn 3 mogudikosaHMm 3331216 2000142508 | 14 bepesHs 2025
BUBINLHE RHAM

AinbHUUs BMpoBHUYTEA AiloYoT peYOBUHA
Ha3Ba

HWewanr Dwiywoy Qapmacestikan Ko. T,

73
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aapeca

Baiwa Poapg 99, 318000 Tiaxoy Citi, Kutan

HOMED NiLeHsii 20000292

Homep cepTudikaTa sianosiaHocTti GMP ZJ220017

Homep FEI 3003744377

Onwuc SKU Homep SKU Homep cepii CEP/DMF

lniknazun, EP 2100601 5000033274 R1-CEP 2003-138-REV 01

PoscnipyeanHa - BiAcyTHINA
Mpouec saaiaauii cepii - BigcyTHIRA

1. JaHHum A NiATBEpKYID, WO BULLE3a3HaYeHY cepilo, BRKAMAUY NPOMIMHI MPOUSCH Ta aKTHEHI peuosrHW, Byno
BMNYLWEHO 4NA NPOAAMY Ha PUHKY.

2. flahnvm 1 3anBAAm0, WO NojaKa sklle iHGopmallis € gocTosipHa Ta TouHa. JaHa cepia npofaykTy Gyna BMraToB/AeHa,
BRAIOHAKOHM NAKYBAHHS | NPOBEASHWA KOHTPOAL AKOCTI Ha BKa3aHiin BUpoGHUUIR ainbHILi y NOBHIK siqnesigHocT A0 BUMOT
GMP, BCTEHOBAGHMX MICLEBUM PeryfATOPHUM OpraHom, 3 TakoM Y BiANOBIgHOCTI A0 cneuudixauii go PN kpainu-
iMnopTepa Ha Npenapar.

3. Npotoxonu BupoBHULTBE, yrakeBKK | aHanizy cepil ByAn pO3rAHYTI | BU3HaHI TaKUMMK, WO BiANCBIiAaKTL BUMOram GMP

i Texniunoi yrogu.

Komenatpi: MonepeaHin Homep cepTudikaty GMP: BG/GMP/2023/244

Ceptudikat aHanizy Ne 508315/ flata 17.04.2025

CepTudixaT BUnycKy cepii 1878

BunyuwieHo: Anita Shavarska, ynosHoBaxeHa ocoba.

Aartafuac: 22 KBiTHR 2025, 09:37:45

JORYMEHT CTBOPEHWIA B ENEKTPOHHIN CUCTEM] 3 eNeKTPOHHMM NiANrUcom




teva
Binain KoHTpono akocTi, AynHuua, bonrapin
CEPTUOGIKAT AHANIZY

Mpoaykt: Tniknasua-Teea MR, no 60 mr

MNocrazaHHA Ne: 3331216 Homep cepii 2000142508

MeTog, SDIR006587/4 Tepmin npuaatHocTi 10 BepecHAa 2025

DaTa supobHuuTea: 14 6epesna 2025

Crneumndikauis Ne: AS001261/15 Homep cepTudikaTy 508915
aHanizy LIMS
HaTa aHanisy: 17 kgiTHa 2025 Poamip ynakosku -
MoKasKuKK akocTi Jonyctimi meski Pe3synbTatH
Onuc Bini, 0BasbHI ABOONYKAI TABAETKU 3 PUCKOIO 3
obox Boxis, 3i wTamnammn «G» 3 oaHero Hoky | Bianosigae
i «60» 3 iHWOro Goky pucku 3 0Hox Bokie.
lopeHTudikauia raiknasmng BEPX
- BEPX Mik BEPX rniknasmay nokasye To# camui yac | Bignoeinae
YTPUMYBaHHA, WO i cTannapT
Yo MiK rniknasznay Npu ckadyeakHi YO giogHo- Bignosinae
MaTPUUHKUM AETEKTOPOM BigNoBI#ac cnexkTpy
CTaHAAPTHOIC 3Pa3Ka
OAHOPIAHICTE O030BAHUX OAUHMLD
(OB} Bignueinae €sp. . (2.9.40)
AV 3,4
MpongeHa ctagin 1
KinbKicHe Bu3HavyeHHs (BEPX) 95-105% 101%

CynposigHi gomiwkn {BEPX)
- Jomiwka A

- OKpema Herigoma LomillKa

He Binblue 0,2%

He Binbie 0,2%

< 0.05 (0.012} %

< 0.05 (0.040) %

- 3aranbHi gGoOMilLKH He finbwe 0,5% <05%
Po3yuHeHHn

MiH. 9% - 29% po3uKHAETLCA 32 120 xBMAMH 17%
Mawc 9% - 29% po3vMHAETLCA 33 120 XBUNUH 20%
CepeaHe 9% - 29% po3YUMBHAETLCR 32 120 xBUAMH 19%
MpoiaeHa ctagia (120 xBuAuH) 1
MiH. 36% - 61% po3uKHAeTbCA 3a 300 XBUAWH 50%
Makc 36% - 61% po34nHAeTbeA 32 300 XxBUAKH 56%
CepenHe 36% - 61% po3vnHAaeTbeA 3a 300 xBUAWH 54%
Mpeiigena ctagis {300 XBUAKKH) 1
Mk, He meHle 80% po3dymHAeETEEA 33 660 xBuawH | 93%
Make He menwe 80% posunHaeTbeA 3a 660 xeunnd | 103%
CepegHe He meHwe 80% pasunHAeTbeA 33 660 xaunmu | 96%
NpoiaeHa cTaais (660 xauAMH} 1
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Mikpobionoria * (€.0.2.5.12, 2.6.13):

- 3ara/ibHa KinbKicTs aepobHux Ke Binbwe 10° KYO/r Tect He

mikpoopraniamis (TAMC) BUMAraETbeA

-3aranbHa KiNbKICTL APIKAMKOBKX TA He Binbwe 10% KYO/r Tecr He

naiceHesux rpubie (TYMC) BUMAracTeECA

- Escherichia coli BIACYTHICTE/T TecT He
BMMaraeTbCn

Mpu BUNycKY NPOBOAATLE MiKpOBionoriYHe BunpoByBaHHA Ha NepLInX 3 cepisx, a noTim,
WoHaWmeHWe, WopIivHO.

NocunanHa —

MNeperasHyro: ......... Rositsa Dimitrova Aara: 17.04.2025
CTapwuit ximik {nignwuc)

3aTBepaAMeHo ......... Rositsa Dimitrova Aata Bunycry: 17.04.2025
Craplumit ximix {nignuc)

Bankandapma-Aynuuug AT, AynHuua 2600, boarapis, syn. CamokoBsEcbKe woce, 3
T.+355(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

Llesi nokymeHT 610 CTBOPEHO B ENEKTROHHIA CUCTEeMi 3 ENEeKTPOHHMM NigNUCcomM

17.04.2025 Homep 3BiTy: 464932
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JAEPKABHA CJHYZKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCHKINA OBJIACTI

npoe. Ceitnraroi Hagnil, 3, m.Kuie, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APITIOY 37078774

BUCHOBOK
npo AKiCTH BBE3eHOT0 B YKpaiHy Jikapchkoro 3acofy

15.05.2025 Ne 22498/25/10

UJIITKJA3ZHI-TEBA MR
(Halivenypamia MKapCEKOTO 3206y 3TITHC 3 peecTpalliiiHM NOCE TUeH ImM)
Tabaerku 3 moaudikoranua BuBlAbHeHEAM 116 60 Mr; o 10 Tabaerok y Gaicrepi; mo 3
OJicTepn y kopobui
(thopna BHMYCKY, ROIYRAHHS, BHI DAKYBAHHA JTIKAPCEKOTO 3acoby)

Hosep peectpaniitvore nocaiguenns UA/16821/01/02 crpox i peectpauifinore nocsiguenna 01.01.2099
Cepin nikapeskoro sacofy Ne 170594 Kinbkicte BBe3€H0rO Nikaperrora sacoby 9023

BupolHuk Banxandapma-lynauus AT, Bonrapis

(naliMenyeanHA BUpoOHNKa siKapesKOro 3acoby, xpalHa MOXO/DKCHI)

Breseno B Yipainy Tosapucreo 3 o6mexenolo Bianoeinansuicrio "Tera Yrpaina", inenr.

kon: 34770471

(mrafiMeHyBanns Ta koj 3a €/IPIIOY ropuanynoi ocobn abo mpispuie, iM'a, Mo GaTbxosl hisyu4nol

ocofH - MiANpHeMitst, T MiCIE NPOXKHBAHHS Ta peecTpauiiiiil Homep 06MiKOROT KAPTKH LITATHHKA
noaaTkis abo cepisd Ta HoMep NacrnopTa)

IpoTtoxon Bizyansnoere keurposmo sig 14.05.2025 Ne 1455/1.

3a  pesynbTaraMe  ASPKABIOTO KOUTPOI) BCTAIIOBICHO, WO nikapehxuil  3acif  Beeseuo 8  VEpainy 3

JAOTPHMANHSIM suMer 3aK0HOAABCTRA LOKO 3a0e3nedeHHA IKOCT] TIKapChKHX 3ac0Gib.

B.o. naMassiiiea cnymdy -

% - Onera CPEOMEHKO
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08-xBiTHA-2025
$2:25:30

Ceprtudikart Bunycky cepii

Koa marepiany 1212406
Onuc matepiany
Gnictepu x 10 tabn.)
170602

14 6epesHa 2025

Cepin
[aTta BupobHuLTBa
YmoBu 3bepiraHHa

He noTtpebye cneyianbiux ymos

Homep cepii ana 40000317477

iHcnekuy,ii

Mniknasna-Tesa MR, Tabnetkm 3 moagnGIKOBAaHUM BUBIABLHEHHAM No 6C mr, Ne 30 (3

Posmip cepii
Tepmid npuaaTtHocTi
[ara nakyBaHHA

8995 ynakosoK
H6epeseHb 2027
20-21 6epesHA

3GepiraHHa 2025
ApXiBHa KinbKiCTb 18
Nikapebka dopma NepopaneHi TabnaeTku 3 Tun nakyBaHHA Gnicrep
NPONCHroBaHUm BUBINLHEHHAM
Cuna pii/ AkTUBHICTbL Mniknasng 60 mr Poamip ynakoBsKmM 30
KpaiHa noxogeHHs bonrapin Kog npoayKTy Ha puUHKY -
KpaiHa-imnopTep YKpaina Homep peectpauiitHoro Ua/16821/01/02

noceigyeHHA

AinbHuua, uio signosigac 33 BUnyckK cepil
Ha3ga

agpeca

HoMeD NilueH3iT

Homep cepTudikaTta signoeigrocti GMP
AineHuus, Wwo signosiaae 3a KoHTpoAb cepil
Ha3gea

aapeca

Homep niueH3sii

Homep cepTudikaTa sBignoeigHocTi GMP
AineHuuya, o Bignosigac 3a nakysaHHA cepfi
Ha3ea

aapeca

Homep Ailen3il

Homep CepTMpikaTa Bignosigrocri GMP

Bankaudapma-LynHuua AT,

syn. CamoKoBebKe woce, 3, 2600 AynHuua, boarapia
BG/MIA-0497

BG/GMP/2025/296

bankandapma-lynHuua AT,

By, CamoKoBcbKe woce, 3, 2600 QynHuua, Boarapis
BG/MIA-0497

BG/GMP/2025/296

Bankandapma-AynHuus AT,

By CamoroBebKe Wwoce, 3, 2600 OynHmyA, bonrapin
BG/MIA-0497

BG/GMP/2025/296

MakyBanbHi matepianu SKU nakysaHHA Cepii Homep nepernaay
B.GLICLAZID-TEVA MR 60 MG X 30 TAB UA 4502722 7000088793 | 03
F.GLICLAZID-TEVA MR 60 MG TAB UA 4502723 6000034398 | 01
L.GLICLAZID-TEVA MR 30 MG 60 MG TAB UA 4502725 7000091549 | 03

dinbHuuyn, wo sBignosigae 3a BUpPoBHULTBO
cepii “in bulk”

Ha3Ba

agpeca

Homep niueHsii

bankandapma-AynHuua AT,
syn, CamoKoBcbKe woce, 3, 2600 Aynunusa, Gonrapia
BG/MIA-0497

Homep cepTUdikaTa BianosiaHocTi GMP BG/GMP/2025/296

Onwic SKU Homep SKU cepii Aarta BupobHULTBA
Fniknasma 60 mrtabneTtsun 3 moandikoBaHum 3331216 2000142509 | 14 6epe3Hn 2025
BWBINIbHEHHAM

AinbHUUg BUPOBHULYBA AIHYOT PEYOBUHU
Ha3gea

Melhanr Qxiyswoy dapmacesTikan Ko. 1T4,

~
pr o A
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DAY

9 08 25 A ”
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aapeca Baita Poag 99, 318000 Tiawxoy Citi, Kurait
Homep nlueHsii 200002582

Homep cepTidikaTa BignosigHocTi GMP 21220017

Homep FEI 3003744377

Onuc SKU Homep SKU Homep cepii CEP/DMF

Fniknasua, EP 2100601 5000033274 R1-CEP 2003-138-REV 01

Po3cniayBaHHa - 8iaCcyTHIM
Mpouec Banipauyli cepii - BiacyTHIK

1. JaHHMM A nigTBepkyio, U0 BULLE333HAUEHY CEPIKD, BRAYAIOYW MPOMBKHI NPOLECH Ta aKTUBHI pevoBuHK, Byno
BUNYLLEHO ANA NPOAEMNY HA PUHKY,

2. lannum A 32881410, WO NoAaHa Bule iHdopmauia € gocTosipHa Ta TouHa, faHa cepid npoAyKTy 6yna BUroTORNEH],
BRAKYAIOHM NAKYBAHHA [ NPOBEAEHWIA KOHTPOAL AKOCTI HA BKa3aHIKM BMpoBHUYIR AlALHWLI Y NOBHIA BigNoBiAHOCT A0 BUMET
GMP, BCTAaHOBAGHMUX MICUEBUM PEry/IATOPHUM CPraHom, a TaKoX y BianosigHocTi Ao cneundikanii o PN KpaiHW-
imnopTepa Ha npenapar.

3. MpoTokonwu sMpoBHUUTEA, YIAKOBKM | aHanisy cepil 6ynu po3rnaHyTi | BUIHaHI TaKumu, WO BignosiaaloTs BUMoram GMP
i TexHivHOT yroaum,
KomeHatpi: NonepeaHii Homep ceptudikaty GMP: BG/GMP/2023/244

CeptngixaTt aHanisy Ne 508916/ fata 07.04.2025

CepTtudikaT BUnycry cepli 1590

BunyuweHo: Veselina Galeva-Karakoleva, ynosHosameHa ocoba. Rata/uac: 08 KeitHa 2025, 12:25:29

ACKYMERT CTBOPEHUIA B @AEKTPOHHIN CUCTEMI 3 @NEKTPOHHUM Rignucom

T L.
Ry, ipenTrDIROUTTE
A77047

- xon 3 -
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Bipain koHTpono arocti, AynHuua, boarapia
CEPTUDIKAT AHANIZY

MNpopykr: Taiknasug-Tesa

MR, nc 60 mar

NocwnakHa Ne:

3331216

Homep cepii

2000142509

MeTtog;:

SDIR006587/4

TepmiH NnpuAaTHOCTI

10 BepecHn 2025

Harta BupobHuurea:

14 GepesHa 2025

CneundixaLlis Ne: AS001261/15 Homep ceptudiraty 508516
aHaniay LIMS
JaTta aHanizy: 07 «BiTHA 2025 Po3mip ynaxkosku -
MoKaszKKKK AKOCT Aonyctumi mexi Pezynbratu
Onuc Bini, osanbHi gBoonykai TabAETKH 3 pUCKOLO 3
obox Bokis, 3i wWTamnamu «G» 3 ogHoro Boky | Bianogiaae
i «60» 3 iHWOro oKy pUCKY 3 oBox Boxis.
laenTudikauia rniknasug BEPX
- BEPX Mik BEPX raiknasugy nokasye Tol camuid yac | Bignoeigae
YTPUMYBAHHSR, WO | cTasaapT
Vo Mk rniknazuay npu ckaHysaHki Y& aiogHo- Bignoeigae
MATPUYHINM ALTEKTOPOM BigNoBiAaE cnexkTpy
CTAHAAPTHOTO 3paska
OpgHopigHicTL [O30BaHMX OAMHKLL
(oB) Biancsigae Esp. ¢. (2.9.40)
AV 4,3
NMpoipena cragin 1
KinbkicHe BuaHaveHHn (BEPX) 95-105% 102%

Cynposigni gomiwku (BEPX)
- Nomiwka A

- OKpema HeBlaoma JOoMILIKa

He 6inble 0,2%

He 6inbwe 0,2%

< 0.05 (0.011) %

< 0.05 (0.044) %

- 3arancHi [OMILLIKK He 6inbwe 0,5% <0.5%
PoO3yMHeHrHs

MiH. 9% - 29% po34nHAETbCA 38 120 xBHUAMH 19%
Makc 9% - 289% po3urHAETEEA 3a 120 XBUAMH 28%
CepefniHe 9% - 29% po3uuHAeTbCA 33 120 XBUAWH 22%
Mpehaexa ctagin (120 xanamn) 2
MiH, 36% - 61% po3vrHAeTbCA 3a 300 XBUAKH 51%
Makc 36% - 61% po34rHAeTbCA 38 300 XBUAKH 66%
CepeaHe 36% - 61% po34MHAETLCA 33 300 XBUAMH 58%
MpoigeHa ¢raaia (300 xBUAKH) 2
MiH. He meHe 80% posuunnHsaeTeCa 3a 660 xsuanH | 97%
Maxc He meHwe 80% po34MHRETLEA 3a 660 xBuauH | 104%
CepefnHe He menwe 80% posunHaeTbes 3a 660 xaunny | 101%
Npolaera cragia {660 xBUAKMH) 2
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Mixkpo6ionoria ! (€.0.2.6.12, 2.6.13):

- 3arasnibHa KinbKicTe aepobHMX He Binbwe 10° KYO/r TecT He

MikpoopraHizmis (TAMC) BUMAraeTbeA

- 3arasnbHa KiNbKICTE APDKAMOBMX Ta He Binbwe 107 KYO/r TecT He

nniceHeBux routis (TYMC) BUMAraeThCA

- Escherichia col BiacyTHICTL/T TecT He
BHMAracToCn

Npu Bunycky NnpoBoAaTs MiKpoBionoriyHe BMNpobyBaHHA Ha Nepluux 3 cepiax, a noTim,
WoHakMmeHLe, WOoPI4HO.

MocunaHHa -~

NepernaaHyTo: ......... Iskra Razmirska Dara: 07.04.2025
CTapwui ximik {nignwc)

3aTBEpPAKEHD ........, Iskra Razmirska Aarta eunycky: 07.04.2025
Craplumit ximix {ninnuc)

Ganxandapma-flynHuua AT, AynHuua 2600, boarapia, sya. CamoKoBebKe woce, 3
T. +358(701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

Lleit nokymeHT 6yA0 CTBOPEHO B e1eKTPOHHIN cucTemi 3 eNeKTPOHHUM MiANUCoM

07.04.2025 Homep 3BiTy: 460004




HEPKABHA CJIYVIKBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMH ¥V KHIBCBKIH OBJACTI

npos. Critnuynol Haail, 3, m.Kuie, 02099, ten/dakc: (044) 570-40-41
E-mail: dls.ko@dls.gov.ua, Kog €[APTIOY 37078774

BUCHOBOK
PO AKICTHL BBE3EHOr0 B YKpaily JikapchbKoro 3acofy

15.05.2025 No 22499/25/10

TJHKJIASHJI-TEBA MR

(mafimenysams gikapcpkoro zacofy 3rigHo 3 peccTpariHHUM NoCR AMCHIAM)
rabierkn 3 moaudikosanum BuBinbuensy wo 60 mr; no 10 Tadaerok y diicrepi; 1o 3
furicTepu y Kopodui

{thopma ernycxy, IO3YBANNA, BUA NaKyRBaHHA NIKapCBKOTe 3acoby)
Homep peectpauiiinoro noceimueans UA/16821/01/02 cpox gii peccrpanisinoro noceignerns 01.01.2009
Cepin nixapeskoro 3acoby Ne 170602 KinekicTe BRE3CHOTO NiKapcEkoro sacoby 8995

BupobHuk Banxangapma-ynunus AT, boarapis

(tafiMenyBanHA BUpOOHUKA NiKapPCLKOTO 3acoby, Kpaila noXoKeH s}

BrescHo B YVipaiiy TosapucTso 3 o6mexenoro Bianosigansnictio "Tera Yrpaina", ixewr.
roa: 34770471

(nafimenyranis a kox 3a €JAPTIOV sopuaruiol ocobu aGo npissrme, iM'g, Do 6aTEkOBI (izngol
ocebu - miaAnpHemlA, i Micue NpoxMBAHKA Ta peceTpauifinuil HoMep o6NIKOROT KAPTKH MAATHHKE
MoNaTKiz ado cepis Ta HoMep MacnoprTa}

IpoToekou Bizyaiasioro kontpome eig 14,05,2025 Ne 1455/2.

34 pe3synnTaTaMH  JEPXKABHOTO KOHTPONIO RCTAIIOBACHO, 1O Rikapeexuil 3acif  pmeseHo 3 Ykpaimy 3

JOTPUMAHIISNIM BHMOT 3aKOHOAABCTEA WON0 3abeanedenns AKoCTi TiKapehbkHX 3acobiB.
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