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HTEP/KABHA CJIIYXDBA 3 JIIKAPCBbKHUX 3ACObBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocnekT Banepis JlobaHnoscbkoro, 51, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SAKICTH BBE3CHOI0 B Y KpPaiHy JIKapCbKOIro 3aco0y

11.05.2023 Ne 21110/23/10

JEPKAHIJIUIIIH-TEBA

(HaliMeHYBaHHS JIIKApChKOro 3aco0y 3rigHo 3 peecTpallifiHUM TTOCBIAUEHHAM)
TabJNEeTKH, BKPUTI NIIBKOBOX 000/10HKO010, 10 20 Mr no 14 TabJseror y OaicTepl; mo 2 daicTepH

B KOpoOwi

(Qopma BuIYCKY, AO3YBAHHA, BHU/ ITAKYBaHHs JIKapChbKOro 3acody)

Howmep peecrpauitinoro nocsinuenns UA/16977/01/01 crpox aii peecrpauitinoro nocsiguenns 21.06.2023

Cepis nikapeskoro 3acoby Ne 132980 KinbkicTb BBE3€HOro aikapceekoro 3acoby 5392

Bupo6HuK bankandapma-ynuung AT, boJrapis B N

(HaliMeHyBaHHA BUPOOHUKA IKAPCHKOro 3acoly, KpaiHa MOXOMKEHHA)

BBeseHo B YkpalHy ToapucTBO 3 00MeKeH 010 BinnoBiganbHicTio "TeBa Ykpaina', inenr.
xon: 34770471

(HaitMenyBaHHa Ta ko4 3a €JIPTIOY wopuananoi ocodu abo npizsuile, iM'a, no 6atbkoBi (pI3UUHOT
0co0H - MiAnpHEMLIA, 11 MiCLE MPOKUBAHHSA Ta peecTpaLlliiHui HOMEep 00IKOBOT KAPTKH MJIaTHHKA
roaarkis abo cepisi Ta HOMEP NacrnopTa)

Iporokoa sizyansuoro konrposio Big 11.05.2023 Ne 1359/1.

3a pe3ynbpTaTaMd JAEPXNABHOrMO KOHTPOJIO BCTAHOBJEHO, WO Jlikapcbkuil 3aci0 BBe3eHO B YKpalHy 3

JOTPHMAHHSAM BHMOTr 3aKOHOAABCTBA OA0 3a0e3neueHHs AKOCTI JIIKapChbKUX 3aco0iB.
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PA3IPELLEHWE HA BbIMYCK CEPUM Ne 1649

{BATCH RELEASE CERTIFICATE N2 1649)

ettt e e e o o £ A R L Nl AT A o e e I e B M b s o s s o Y TEERENY

(Comments)

CtpaHa umnoprep Vupauua
(importing Country) __| Ukraine e
nepuauununuH-Tena, TabneTky, noupbnble NNEHOUHOI 060/104Kol, 20
- Hassaudune npoaykra
' (Droduct name) | D 34 2
e - | (Lercanidipine-Teva, film-coated tablets 20mg, Ne 28)
I‘lpouas. Homep napmu 2000068712
{Manuf. Batch Number) |
_Homep cepum (Batch Number) | 132980 y o
Homep PErUCTPALUOHHOTO o
CBUALTENbCTBA (Marketing | UA/16977/01/01/
_authorisation number) Lottt e e ——t ettt ——
| hopma BbinycKa ‘TabReTKM, NOKPLITHIE MNEHOYHONH 06ONOUKOM |
(Dosage form) film-coated tablets
Pasmep u sug YﬂaKOBHH -2 6aucrepos x 14 taba. (2 blisters x 14 tabl)
| Package sizeandtype) | o ﬁ
| ARTVBHBI MHIpeaUeHT | nepraHMAMTMHE rUAPOXIOPHA 20 Mr
WWMWW(ACﬁVG ingredient) ('ercanidipine hyerChIOrlde"gO mg) OO -SRI . O . S - N— r
HRara npoussopcrsea
(Manufacturingdate) i
1 CPOK rogrocTH
{(Expirydate) 032028 _—
:,Ba::: : ;;::;:mn B | 5392 ynauoaou (packs)
OrrpyeHHoe uonmecrso |
| (Quantity shipped) | % 392 ymakncoe {packs)
| Y4acToK Npou3BoacTsa | “Bankandapma-flynHuua” AO,
HepacPacoBaHHOro nNpenapara yn. Camorosckoe wocce, 3, Alynuuna, 2600, bonrapun
BG/MIA-0360
| (Site of bulk production) | Balkanpharma-Dupnitsa AD,
3 Samokovsko Shosse Street, Dupnitsa, 2600, Bulgaria
e | MIA:BG/MIA-0360 o
| yaacrox ynaKosku/kouTpons "Banuau¢apma~,ﬂynuuua” AO
KavecTBa/BbinycKa YKazaHHOM yn. CamoKoBCKoe wocce, 3, Alynuuua, 2600, bonrapua
cepun BG/MIA-0360
| Balkanpharma-Dupnitsa AD,
(Site of packaging/QC/release | 3 Samokovsko Shosse Street, Dupnitsa, 2600, Bulgaria
| mentionedbatch) | MIA: BG/MIA-0360 o e
- 'Pesyn bTaTbl AHANNZA - Ceprudurar Kavecraa No 339279 f
| (Results of analysis) _ | CoANe339279 e :
1 He XPaHWUTb npu 'remnepawpe Bbile 25°C
HOMMEHTITHN (Store below 25°C in original package to protect frgf

_of reach of children.)
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1. A noaTeBeprKpalo, 4YTO YyKasaHHasa naprua  Oblna  BbinyileHa Ha  PLIKOK  KOMDaHWe
bankaHgpapma-Lynnuua AD, boarapus.
(I hereby confirm that the above mentioned batch has been released to the market by Balkanpharma

Dupnitsa AD, Bulgaria).

2. A 33AB/1A10, YTO NPUBEAECHHAA Bblle UHGOPMALIAA ABAAETCA NOAAUHHOM U TOYHOM. ITa napTus
6bina M3rOTOBAEHA, BKIIOYASA YNAakKOBKY N KOHTPO/Ib KauyecTsa Ha YKasaHHOM Bblllieé MOUWIHOCTH, B
noAHom cooTeetcTsMM ¢ TpebosaHunamu Hagnewauwlel lNpoussoacTeeHHOMU [pakTUKKM MECTHOro
peryaupytowiero oprata v cneyuoukaumm PerucTpaumoHHOro ya0CToOBePEeHus CTPaHbl-MMIopTepa.

(I hereby declare that the above information is authentic and accurate. This batch has been
manufactured, including packaging and quality control at the above mention site, in full compliance
with the GMP requirements of the local Regulatory Authority and with the specification in the
Marketing Authorization of the importing country).

3. ObpaboTka napTnu, JOKYMEHTUPOBaHUE YNAaKOBKM M aHaNn3a Bbln PaccMOTPEHbI M NPUSHAHLI, YTO
COOTBETCTBYIOT ¢ TpebosanuaMmu Hapnexauel NMponssoacrsedHoi MpakTuki 1

TeXHUYEeCKOro cornatlteHms.
(The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP and Technical Agreement).

4. buinu v Kakue-Nubo CyLLECTBEHHbIE OTKIOHEHUA OT NPOU3BOLACTEEHHOIO NPOLLECCa, YKA3aHHbIX B

TeXHUYECKOM COrNIalueHUM, KacaloLMecs KauecTsa NPoayKTa UM pennsa:
X] Het L] Aa (cm. konuio aoknaga oTKAOHEHWRA)
(Were there any significant deviations from the manufacturing process stated in the Technical

Agreement concerning product quality or release):

No - [ Yes (see copy of deviation report)
fara: JAT0L 204 opnvcs: - A Shavarsha /Y
(Date) (Sighature) vnonHomoueHHoe nuuo {QP)
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QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

PRODUCT: Lercanidipine Teva 20 mg

3331459 JINTERNAL LOT #:

| METHOD: SDIRGVT202/2 fyy pIRATION DATE:

| MANUFACTURING DATE: 04-Mar-2023

AS001162/23 | LIMS LOT NUMBER:

| SPECIFICATION #:

LEASE DATE:

15-Marn-2023

PETTEINT R e——————

LIMITS "RESULTS

L B bl L Bl Ll Lkl e . T L L LT T LT P TN A AN TR IR T TR TR CEANTEY

TEST
Boumen nwy/ Tablot deseription

Beurmen puyy/ Tablet description Po308H, KPEITH, JBOKHOR3ILKHANA 0OBATH Conforms
talIeTRH ¢ HAENETENHE HEPTa O SAHATA CIPa
Ha B Mapxrapossa “L” or zpyrara crpasa ¢
maasersp 8.5 = 0.4 mm/ Round, biconvex 8.
5 & 0.4mm pink coated tablets, scored on
one side, marked "L’ on other side

PREHOMCPHOCT HA MACKTR Ha norossr Tatnerks/ Breakability

PannoMepHOCT Ha MACATA HA HONOBHN TalNeTK Ha orropaps va Ph.Eur./ Complies to Ph. Conforms
a/ Breakability | Bur.

13-Apr-2023 Page 1 of § Report Number: 184151
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| PRODUCT:  Lercanidipine Teva 20 mg

| LIsT #:

QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

................

.................

3331459 |INTERNAL LOT #:

2000068712 |

| LIMS LOT NUMBER: .

339279 e
RESULTS

.ﬁn‘lli ..... : il et ottt eitolelall?

TEST LIMITS

m&ﬁmmoﬁ na Jlepsanaaman/ Hentiﬁcaﬂoﬁ; I@mnidipine: HPLC and UV ;Iiodo RITR

Ilrpsuana aaerreanoct/ First identification: Bpemero Ha saxspaxase ¥ Gopmara Ha Conforms
HPLC HPLC muxa pa orrosapsr Ha craaxapra/

HPLC peak retention time and shape to

conform to standard

(meron KomergocTneno craspmanme/ Agury
method)

Bropmama muearemnoct/ Second identification: Cxaneparesr HPLC max na UV-diode arxay Conforms
UV diode array npr 200-350 nm xa oTrOBapA HA CTARAApTA/

UV-diode array scan of HPL.C peak at 200-

350 nm to conform to standard

Maxenraynocr HA mmem’mm'ref Identification, i:olnurants: Titaniom dioxide

Taranven ppoxcnyy Titanium dioxide ~ [aorrosapx 53 n3marsasero/ Positive Conforms

Haesraapocr wa onserarennre/ Identification, colourants: Iron oxide

Keneser oxcayy/ Iron oxide Ha orropapa #a mannreanero/ Positive

13-Apr-2023 Page 2 of § Report Number: 184151
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QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

| PRODUCT:  Lercanidipine Teva 20 mg

3331459 {INTERNAL LOT #;

2000068712 |

T
RESULTS

FTORTTTTTN i s

TEST LIMITS
Pmnﬁntapnm ha xosopaTe exmanr/ Uniformity of dasag::nit: CU

PaBHOMEPEOCT Ha JOIOBHTE €HHay/ Ja orropapa aa Ph.Eur, 2.9.40/ Complies 2.3
Uniformity of dosage units- AV with Ph.Eur, 2.9.40

Stage passed ]

3aryba mpa cymaene/ Loss on drying
3ary6a npu cymere/ Loss on drying He nosede ot § %/ NMT § % 2%

Paznanaemocy/ Disintegration

Pasuanaemoct/ Disintegration He noseve ot 30 min/ NMT 30 min | | 6 min

Cranpxanme Ba Jepkapnaumas xaupoxaopuy’ Assay by HPLC
Crippxanne/ Assay 95 - 105 % 99 %

TR T ARy e

bl i bk S m.... M PTIR R T PP P P 7 2 3 Laa rbininlin

e s st i efichatyl sleiety el b S TH b el S LA R e i i L SR L SR S e A R e

13-Apr-2023 Page 3 of 5 Report Number: 184151
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QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

PRODUCT: Lercanidipine Teva 20 mg

| LIsT# 3331459 |INTERNAL LOT :

2000068712

| LIMSLOTNUMBER: 39

LIMITS . RESULTS

TP AT TR P FFPRTITTF T PRI E Iy R0

TEST
Cponma mmm*r;ﬂ Related snﬁstaum by HPLC
1. Hydrochloride impurity He noseue or 0.2 %/ NMT 0.2 % 0.1(0.058) %

2. Brmpyes genyenTduppan npmvec/ He nosede or 0.2 %/ NMT 0.2 % 0.1(0.060) %
Single umidentified impurity

3. OGmo mpuaveca/ Total impurities Ho norene or 0.5 %/ NMT 0.5 % 0.1(0.117) %

Ocraveien Erancn/ Residaal Ethanol (GC)
Ethanol He nosege or 5000 ppm/ NMT 5000 ppm 2305 ppm

Crenen na pasmmd Dissolution ([ orronaps aa/ Complies with Ph.Eur. 2.9.3)
Disspluﬁon- Min Q=75 % 3a 45 min/ tested at 45 minutes 95 %

Dissolution- Max Q=75 % 32 45 miy/ tested at 45 minutes - 99 %
Dissolution- Avg Q=75 % 3a 45 min/ tested at 45 minutes

Stage passed

13-Apr-2023 Page 4 of 5 Report Number: 184151




QUALITY CONTROL DEPARTMENT
DUPNITSA, BULGARIA
CERTIFICATE OF ANALYSIS AND COMPLIANCE

| PRODUCT: Lercanidipine Teva 20 myg

| LIST #: 3331459 |

2000068712 |

TEST LIMITS RESULTS
Mmepnﬁl HOJIOXHEEO mwamo!'hﬁicmbiblogiwl qunlity- (Ph.Exr. 5.1.4) - '

061 Hpodt aepobum Muxpoopranusmu/ Total Hg norsewe ot 10° CFU// NMT 10? CFU/g <10 CFUfg
aerobic microbial count (TAMC)

O6iy Gpolt mpomas u mecens/ Total yeasts He noseve or 107 CFU/g/ NMT 10? CFU/g <10 CFU/g
and moulds count (TYMC)

B. coli Orceerere s 1 g/ Absentinl g Absent

References:

Reviewed By: Svetla Yordanova S A, 5,? <A LAY Dater 15Mar2023  F3 Py 2R3

oo L P LY i RV LT

e
Approved By: Silviya Petrova 30 B o st m*’?’/ ___ DateReleased: 13-Apr-2023 /(M 1 )

Balkanpharma-Dupnitsa AD, Dupnitsa 2600, Bulparis, 3 Samokovskn Shosse
Str., T +359 (701) 58 477, E-mail: dupoperations@teva.bg, www.teva.bg

This is to certify that this material was produced in complinnce with the principles of cGMP.

13-Apr-2023
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