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AEPKABHA CHYZKDBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMA Y KUIBCBKIU OBJIACTI

npos. CeitnuuHoi Hapnii, 3, m.Kuis, 02099, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dIs.gov.ua, Kog €IPI1OY 37078774

BUCHOBOK
PO SKICTH BBE3E€HOI0 B YKPAIHY JIKAPCHKOro 3ac00y

11.12.2023 | Ne 61163/23/10

IIPEI'ABAJIIH-TEBA

(HaliMeHyBaHHS JIIKAPCHKOTO 3aco0y 3riiHO 3 PEECTPALiHHIM ITOCBITMEHHSIM)
KancyJ/Ju Teepai no 75 mr; no 14 kancya y 6Jaicrepi; mo 2 dJaicrepu y Kopooui

((popma BuUNyCKY, 03YBaHHA, BU MAaKyBAaHHSA JIIKAPCHKOTO 3ac0dy)

Howmep peectpauiiinoro nocsiguenns UA/13629/01/01 crpox aii peectpauiiinoro nocsinuenna 01.01.2099

Cepis nikapcbkoro 3acody Ne 1758093 KinbkicTh BBE3€HOTO Jikapchkoro 3acody 17040
BupoGHuK [TJIIBA Xppatcka /1.0.0., XOpBaris
(naiiMenysanusa BUPOGHHKA NiKapCHKOTO 3ac00y, Kpaina MoX0/UKEeHHs)
Beseno B Ykpainy ToBapucTBO 3 00MeskeH OO BinnoBinaabHicTO '"TeBa Ykpaina', inenr.
P
xon: 34770471

(naiiMenyBanus Ta xox 3a CAPIIOY ropuanunol ocobu ado npizsuiie, iM'g, 1o 6aTEKOBI (Pi3AYHOT
ocoOu - mianpueMLd, 11 Miclie MPOXUBAHHSA Ta PEeEcTpalliiiHuii HoMep 001IKOBOT KapTKU NNIaTHHKA
MmoAaTKiz ado cepisi Ta HOMEP MacrmopTa)

Iporoxou BisyansHoro kourpomo Bix 08.12.2023 Ne 3912/2.

3a pesynbTaTaMHu JEP)KABHOIO KOHTPOJIIO BCTAaHOBJEHO, IO Jiikapchkui 3aci® BBe3eHO B YKpaiHy 3

JAOTPHMAHHSM BMMOT 3aKOHOAABCTBA I0/10 3a0e3MeYEHH AKOCTI NIKapChKHX 3aC001B.

Biraniit FBOHOAPEHKO

(iniviany Ta Npi3BRLLE)
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PLIVA I-{rvalslka d.c.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

[VHBA Xpsamena d.0.0.
Hptaas Bapyra Gisinvenqa 25, 10000 Jazpeb, Xopsamia

CERTIFICATE OF QUALITY

DRUG PRODUCT

JIKAPCHKIH 3ACIE

Active ingredient
Axmusnui incpedicnm

Batch number
Howvep cepii

Batch size

Poznip ceptl
Release quantity
Buwryugena xianxicms

Datc of manufacture
Aama eupctnuymea

Expiry date
Hpudamuun oo

Specification
Crienuhikayis

Batch Release Site
Bunyci cepil

Certificate of GMP compliance of a
manufacturer

Cepmudgbircam cionosionocmi GMP
RUPOGHUK G

Number of mamifacturing license
Howvep aupodruol niyensii
Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobrnuymeo neposhacosanol
HPOOVKYIT, NEPRUHRG Md BMOPUHRG
VARAKOGKA, KOHWMPpOo1e Cepil
Certificaie of GMP compliance

Cepmudiixam eionosiduocmi GMP

Number of manufacturing license

Hoxep supobuuvol Aiyensil

Marketing Authorization License
FPeecmpuayiiine Hocgiouensn

Importing Country
Kpaina-ivnopmep

CEPTH®OIKAT AKCOCTI
Ne 2

Pregabalin-Teva, hard capsules 75 mg, Ne28 (14 capsules x 2

blisters)

IIpezabarin-Tesa, xancyauy meepoi no 75 me, No28 (14 kancy1 x 2

Giaicmepu)
Pregabalin 75 mg
lipeeabaninv 75 mz

1758093
1758093

17 040 boxes
17 040 ropotiox

17 040 boxes
17 040 kopobox

05.2023
09.2023

09.2026
09.2026

SDRAOG61626
SDRAOOI626

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 23, 10000 Zagreb, Croatia
{IIIBA Xpeamcka 0.0.0.

{Ipiias bapyra Girinoeuwa 25, {0000 3azped, Xopsamis

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07

Ne UP/1-530-10/19-03/12; 381-10-05/241-15-07 (previous)
N UP/A-530-10/22-03/11; 381-13-08/243-22-07

N UPA-330-10/19-03/12; 381-10-05/241-19-07(nonepeduin)
Ne UTP/1-530-01/13-03/08

Ne UP/1-530-01/13-03/08

PLIVA Hrvarska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

JAIBA Xpeameka 0.0.0.
[pinaz bapyna Cininoguia 25, 10000 3azpet, Xopsamin

No UP/1-530-10/22-03/11; 381-13-08/243-22-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07 (previous)
No UP/I-530-10722-03/11; 381-13-08/243-22-07

No UP/A-530-10/19-03/12; 381-10-05/241-19-07 (nonepeonis)
Ne UP/1-530-01/13-03/08
No UP/I-530-01/13-03/08
Ne UA/13629/61/01

Ne UA/13629/01/01

Ukraine
Yxpaina

Crop. 133
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TESTS REQUIREMENTS RESULTS
BHIPOBYBAHHA BHMOI'H PEIVIIBTATH
DESCRIPTION {Visunally) opaque capsules with pink cap and ivory body imprinted salisfactory
| by black sign 75
ONHC (Bizyaspro) HERPO3OPT KANCYAN 3 KPUEHKOIO DONCEGDI0 KOABOPY i aionosioac
KOPRYCOM KOABOPY CAOHOBOI KICMKHU, A KUY HOHECEHUT
yopHUH wmawn 75
DESCRIPTION OF CAPSULES white to off white, granulated powder with possible satisfactory
. CONTENT presence of himps
- ONTUC BMICTY KATTCY.T Girusi abo mativice Biaull Zpanyae08AHUNH NOPOWOK 3 gionoeidae
MOJCAUBOI NPUCYMHICITIG 2Py ook
IDENTIFICATION (UV)* the UV spectrum of the main peak in the satisfactory
. Pregabalin chromatogram of the sample for assay determination
corresponds to the UV spectrum of the peak of Pregabalin
in the chromatogram of the Standard for assay
determination o
IEHTHQIKALLLS (YD} * Y-cnexmp 201061020 HIRA HA XPOMAMOSPAMI BIOROGICIE
. Hpecatanin GUNPOBYEAH (20 POSUUHY QIS KibKICHOAD BUSHANEHHA
gionosidge V-cnexmpy nira npezabaniny ua
xXpoMamozpami CManoapmnoze po3NEAY O KitbRICHO20
BUIHAHECHHA
IDENTIFICATION (HPLO)* the retention time of the peak of Pregabalin satisfactory
Pregabalin in the chromatogram of the sample solution corresponds (o
ihe relention time of the peak of Pregabalin in
the chromatogram of the Standard solution
| TEHTH@BIKATI (BEPX)* HAC YMIPUMYBAIISL RIKA APE2ADATINY HA XpOMamozpavi gignogioae
fpezadanin SUNPOBYRANO20 PO3YUHY GION0GIOAE YaCy yMPUMYEUHHA
niKka nPeLabaiiny HA XPOMAMO2PaMi CIRARCAPMNOZ0
POFHUHY
UNIFORMITY OF DOSAGE corresponds to the satisfactory
- UNITS* Ph. Eur. 2.9 40.
. Mass variation
QOIAHOPLIHICTE JO30OBAHUX gidnogidac gionogioge
OaURHITA* Eap. h. 2.9.40
Bapiayiz yacu
ASSAY 05.0 — 105.0 % of the label claim 100.3 %
Each capsule should contam:
Pregabalin
KIZIBKICHE BH3HAYEHH 95,6 10507% 100,3 %
Koxcna kancy:1a nosuNna MICMIUmu. G0 3asiGaeHDl KiTbroCmi
Hpezabaiin ~ .
- IMPURITIES
. Pregabalin Lactam NMT 0.2 % <1 %
Any unspecified impurity NMT 0.2 % <0.1 %
Total impurities NMT 1.0 % <0.1 %
HAOMHUKH
pezabaniny aaxma e biaswe 0,2% <0,1%
| Bydo-ska Hegidoma Qomimka we Ginsuie 0,2% <0,1%
| 3aeareni doMiniu ne Giaviie 1,0% <0.1%
DISSOLUTION
At 30 minutes NLT 75 % (Q) 99 %

POIYHHEHHA
Yepesz 30 xawiun

of the label claim of Pregabalin

ne menute 75 % (O
810 3ananenoi kizbroomi npezabaiiny

i —— Caam
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MICROBIAL PURITY (Ph. Eur. 2.6.12,
2.6, 1)
MIKPOBIONOMNTHYHA YHCTOTA
(Ph. Eur. 2.0.12, 2.6.13}*%
| Total aerobic microbial count NMT 10° CFU/g <5 CFU/g
| 3azareua xitbkicms aepobuux He Ginvwe 10° KYOrz <3 K¥Ofe
AtiKpoopranrianic
Total yeast and mold count NMT 10°C¥FU/g <5 CFU/g
azanwna kitexicmob dpincosxcosux i | He Gizvuee 10° KYO/z < 5 KYO/e
niticenesux 2pubis
Escherichia coliin 1g Absent/g Absent/g
Escherichia colia e Bidcymusi/2 Biocymnsal/z

— it il T W AT e S M 5
S R A TR R T T e T Y sy v = R o et i

* not tested during stability study
¥ He KOUmPONOHNL NIO YAC GUEYEHNSL CMABLILHOCH

** first three production batches and every tenth batch thereafier, or at least one batch per year if less than 10

batches per year are manufactured; during stability study tested at the beginning and the end of shelf life

*E pepwi Mpu APOMUCIOSE cepil I Oani koNCHA deCAma Ccepin abo, WORAIMeRwEe, OOHQ Cepisl HA DIk, SKUJO GUPOGIREMbCH
Mene 10 ceplii na pix: sl wac susenis cmabiisROCMi KOHMPOMIOIOMb HA HOYWNKY | REAPUKIHYL mepMiiy RpUOamuocni

Certification statement: I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufacrured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
3anea npo cepmudpiranito: Jiticiuv A 3ameepiocyio, Wo Hagedena aulye ingopmayin € GocmogipHoio ma movner. L{n cepis npodykmy
EY1a GUPOGACH, BRUONAIONN AGKYEAHHI/MADKVEWHHA Ma KOUMpoNe SKocmi Ha euge Gkuzauidl Oltenuyi (Qlnbnuyiax) 8 nosniu
gionogidnocmi do suvor GMP, wo semuanoereni Micyesum peayasmaopiiiy op2anoM, ma cCneyqugiixayit Pecempayititozo ROC8IoYenia
kpainu-isnopmepa. lpomoxoau supobrnuymea, nakyeants | araiizy cepil 6310 nepegipena | BU3NAaN0 maKuMu, o gignogioarome GMP.

Date: L
Adama; (2 ~QC} : ZC) Z g : PLEVL OIATIA das

{uality 7.ayreb

U | ﬁ Opaliled Tardng
Approved by: | i,«* Q\ AR %\(ﬂ-ﬁ\ Gunis Paors S4ieek
Sameeponceno: o W
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