JEPHIKCITY XBA _
JNEPKABHA CJOYKEA 3 JIIKAPCBKMX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM ¥ XAPKIBCBKIH OBJIACTI

syn. [pomananchka, 25, v, Xapsis, 61057, Ten/pake: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, hitpsi/www.dls.gov.ua, Kol CJIPTTIOY 36985153

BUCHOBOK _
po AKICTL BRE3eHOro B YKkpainy JiKapehKoro 3acoby
28.08.2023 Ne 4340872372011
AMJTOJIMITIH €BPO

(HRRAMELY DAIHA 1 KRPCLEOTO 38806y Iriann 1 perevpanifiimg ANUBLIYZHAM)
Tabaeru, no 10 Mr, o 10 Tadnerok y KOHTYpHilt uapyHKOBI ynakoBui 3 aominienol
dansry (crpuni), no 3 crpuna y kopobni 3 NAKYRAJBHOIO KAPTOHY

(opMa BANYCKY. A03yRattHS. BHL NAKYRAINZ nikapeukaro 3acoby)

Hosep pecctpauiiroro nocsinuents UA/15752/01/02 crpok aif peectpauitoro rocsizuerns 01.01.2099

Cepis sikapcbkoro acoby Ne PAH23004 KiankicTs speserore aikapcbkora sacoby 600 ym.
SR FOwix apmacorotikan JlaGoparopis (sinniflenns dipmn "k b.
Kemikans enn (bapmaceiotuxans Jire ™), s
(nakvenyrunig sHpoditnKe AKAPCLROTO Jacaby. Kpaiiia NOXOREIHA}
Bacieno 3 Ykpainy Tosapucrso 3 0dmeswennio sinnoninansnictio "Konapx Idreanmen”,

izent. kox: 25182226 .

(nafnseilyBatts ta koa 3a €AITOY sopuandnat acofin afa npilpuise, iv78, 1o GaTeranl Gianunai
oeoBH ~ NIAAPHeMIA, 1T Micye npoABaliiG T4 peccTpauifiiiuil vosep oB2IKOBOT KADTKH MLTETHHKA
I0AATK B 260 CEPin Ta HOMeER macHopTa)

Npotoko. BisyaakHore koutpomo sin 09.08.2023 Ne 663/0/01.21-23/6.

Ja  pesylbTATaMi  ACPEABHOCO  KDHTPOSK)  BCTAHOBNEHO, WO AiKAPChicHA saci® seeaeHo B YkpailHy 3
AOTPHMAHITAM BuMOr 3aK0HOABCTEA LLOILO jafeIneuensns AKOCTI Aikapebiux 3acobis.

FoaopowxnHa JLM.

(iniianm Ta npiseuwe )
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| '(‘crrt'i'i'\ilcétrc "\()
Ceprudisat Ne: i

Fiaiga opeoayxuil:

" Product name: | AMLODIPINE ELRO

Cropinxa 132

CERTIFICATE OF BATCH RELEASE -
CEPTHDIKAT BMI]}“(,R\ "FI’H“W L e
anufacturing country: | India

CAMJIOAMIIN ERPO o Kpain-snpoGum: | luaia

|Pharmaceutical form:
_Jlixapenka gopaa

. tablets 10 myg
C A TKE Tt 10 mr e e

Strength/potency:

FCuas 4V aRTIBRieTh:

"1 tablet contains: A mlodlpme Besylate 13 870 my equnﬂient to Amimhpme
b mg

1 1afaeTRa MICTHTE: aveaniny Decniaaty 13,870 Mv expinaien o
amuojniny 10 ae

_ Iype and size of | 10 tablets in cottoured ¢ Caluminun fail {sirip) pack with U krainian iabeﬂmg,
packaging: | Istrips in a car dhnard box with Ukraimian dm‘é ) ngh\h iulwlm;,

Bur i poimip | o 10 tabacron Y KORTY pmii YAy Ko BRI VRAROBILE 3 AmoMinicnol Goasry

i YOAKOBKH: | (ETPUIH} 3 MAPKYBRIUAN YRPATHCLEOM MO8 10 3 crpuna ¥ Kopobui 3

! | HAKYBAILHOLC KAPTONY 3 MAPKYBRHIIHM YEpaTHCbKOM Ta AEHICLKOI0

! MoeBaMIL

Batch No.: : Batch Size: acks
LERNOE b 123004 ¢ S ] 5300 | PAcks

_ Cepin Ne: o o _Posmip eepiiz ! YHAKOBOK

| Muanufacturing date: Fxpiry Dite: | s
L gd 0672023 piry I 05/2026

L ibara supobunursa: o P ITpua. ao:

| istrati ertifi ; ‘nlimited from: ;

| Registration Certificate: -\ arspninn | Cpliated ket | sy amagni
b Pecer pammle noChiXTeNtd: : . Heobmemeno sia:

" Manufacturer | Unique Pharmaceutical Laboratories (a division of J B. _

name: | Chemicals & Pharmacewticals L. td.) Lirense No.: L

: ; - - GI1430
P Haimentysannn | Qi @apsachomirad Jtaboparoepit (sianinedns Jirensig Ne:

. pupebunka: | dipmu gk e, B Kenixars et DupmMachuiikas Jdra.x)

1ocation: | Plot Nou. 215-219, (.11 ( Industrint Area, Panoli -394 116, Dist. Bharuch india
Mwumunw,ja\uum. Sinsmca Ne 215-219, JEwi. x\n Jli. Ch Jwpaerpina Fpla, Tavoai - 394 114, oxpyr

Bxapyx, Inais

? Faswory,

C1M: L 2439005 (19 7B CULT9330

Filgt 2145140 219 SIDT tnduatnal E3lite

Faneli - 394 116 Bharuch. Gugarat
 #Gp PGAE XYY &TY S TREY SUA TR R
# jhent panaafobpnaima cony

Conclusion on confirmation of (MP Certificate l\fi. . ‘,’%{}.2022,'(‘ 024 | d.algd 29 12.202F
__Bucnenox mogo ni;n1 sepumenn ceprudinary HBIL Ne: : B .
Labelling: ; Should correspond to the wgts!ered idheihng ' ' Comgies
_ Mapxypanug: | Hormino BIANOBLIATH 1/PEECIPOBANOMY &mgmuam:m Binviepinge
| Packaging: | Should LU!‘I‘ES;](}[‘I(’ 1o the requirements of MQEC. N Complies
larypanis: | | Ttonuntio BiZHOBLIATI BHMOTAM ‘v’tl\}i ' Bignosigae
Anadysis res i ans EY dated : L
Analysis lesu'll:a b Certificate of analysis Noz [ NH‘ ?2300’“7? . il 23.06.2023
| Pesyaprars amaaizy: | Cepiniwatawneisy Mo | DT T T b B

— U — e s U S

V ﬂLgl\lHl‘df)ﬂlCl‘ @ Corposate f)fﬁa
CIN. L 2A58080 {0 7 SF COT sl CIN. LZA340MHTS7EPLAGRT 380

Bgptans Cnntie 0V - oy V1 Pkt AR Tlaor
Fhea (,-,Uv Boad Wearh Mumlia - Sl Abppa Sahel Marane 1(.1a.';1_
5og ey B0 AARISE Franiagedea Mambiai - o www‘jbphamna.com
"k ) “x : l "

j 13 a# P OY5E
RN




UNIGUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH

Certificate No.: | - " Page 2 of2 |
Ceprudivar Nu: | 10FP23002077 | Cropimia 23 2 |

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manifactured, including packaging/labeling and quality control al the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specification
available in registration dossier, The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP, /

Ifus a1 3aceiouyio, ug nHasedend guie indopyayis ¢ 00CHIOGIPHOIO MA HIOUHOIO. If1o cepitp npodyruir
BYA0 GUPOBAEHD (SITIOUAIO I RAKYBURHA/MAPKYCRIHHA) MUt KOUHPOAL i axocmi He euwesasnavelii
eupoGI il Qibruni Hpogedeno y nosiil 6idnosionocmi 3 umozam GMP, gcranosneHumit Micyeeum
PEYARMOPHILM OP2UHOM, & MAKGNC 6I0HO8I0NG 00 creyupiratil, wio MiCHIUMbCR 6 peECpaianomy
docse. IIpomokoni supoGrURmed, RAKYSANIA i GHAN3I6 CYI10 REPELIARYIMO MA 6CIMTHOSIEHO
gionogionicme GMP.

' . ' o Name | Hasmukh Jay-siiih‘Aryn"
Positien of person authorising the batch release | Assist. Manager Quality Assurance
IIpispnite | Xacmyw raticin Aps

Mocuna ocobu, sKa BHAAAE 03B HA BRIYCK cepil | Acucr. 3abesnevenus sigperi Menemepa
Signature of person authorising the batch release : '
lianuc 0coBy, AKA BUAANA KO3IBLI HA BHTYCK cepil -
Date Ufslgnaturc 24.06.2023

Jara minmucaHnn _
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9 Factory: 9 Registersd Office: ¢ Corporate Office:

CIN: L24390MH1975P1LC019380 CIN: L24399MH1976PLC019380 CiN; L24390MHT976PLCOT9380

Pl 215 to 219, GIDC Industrial Estaie Neefam Centre, 'B Wing, 4" Floot, Cnergy [T Park, Unit A, B Floar,

Fanoll - 394 116, Bharueh, Gujarat Hind Cycle Road, Worli, Mumbai — 400032, Appa Saheb Maratha WMarg,
L +01 2646 272472/ 784/ IDA /TA3 7 335 ( +9) 22 24822222 Prakhadevi, Mumbai - 400025, wyw jbpharma.cen:
& jbepl.pancli@jbpharma.com ’ L9122 2:1212_52,9’9&55




CEPTHU®IKAT AHAIIZY

; C(‘E'_f[l(hil{a’f Ne: | TOFP23002077 ' ! " Cropinkalsl
__Hassa npoayxruil: | AMJIOJHIIH €BPO
Jlikapceka popma: | Tabmersn nio 10 mr O
Cepin Ne: | PAH23004 B

Hara pupobBHUTEA:

06/2023 |

IpujgaTHai Jo: [ 05/2026

PesyabLTaTH NPORCHCHHAST AHATIRY

O BHMOTY MK METOMA | ppsy i TATH
i AKOCTI _ KOHTPOJIIO
Omnne Bi:n abo Maiae Oim, Epyrai, nmocki |l Madire 6im, Kpyrid,
TaBneTKE 3i CKOEHMMH KpasmH 3 Bizyanhuo LTOCK] TabneTxy 3i
DOBMGALIBIEOIO PHCKOTO 3 oEHOTO DOKY. CKOLUSHUMH Kpasmu
{ ' B 3 POICOIITEHOI0
} PUCKONY 3 OHOIO
Goxy. H
Cepeang maca 160 MF+ 7,5 % w2 ' ;
| YabueTor *Crp. Gapu. 162,16 mr
B 295
OanepiinicTb Macu | He Glisiic ABox TabieTox | 1. 3o
BiIXHIIAETHCH B CEPEAHBOT MACH *Cpp. $Papm.
Biapine Mk #a = 7,5% 1 30MKa 3 295 Bignosizac
TalIeToK He BiiXMIEThCd Bi
- cepenbol Macy dinkie niK ma £ 15%
[nesrndinamia A. CuerTp NOTIMHAHHA m. 4.A Bignosinae
AMIAGTHNIHNY ROCHDKY BAOTO po3ukKy B Mexkax 200- | Buytpimas
400 nM TOBMHEH TOKA3YRaTH MAKCHMyM | Monorpadia
Gnunko 237 HM, AK 1 cTAHAAPTHAA
- PO3HUHL .
B. Yac yTpHMYBanHS OCHOBHAX ikiB 12 | 1. 4.5 Bigrogigae
XPOMATOIPAMAX JOCILIDKYBAHOTO 1 BryTpiniHs
CTAHEPTHOTO POIUHKIB, OTPUMAHNX NPH| MOTOTpadis
KIMLKICHOMY BU3HAYCHH] aMIOMHIIHY, |
| 1onBMHCH CIsB1IATATH
Yac posmajansn He binsuie 15 xBHIHH n5
*E€pp. Dapm. 1 x8, 0.cek.
ﬁ 291
PozauHenns He mename 75 % (Q) Bia 3aasgenol 1. 6 BryTpimnzs |
KiNLKOCTI AMITOAKINILY, TOBHHHO monorpadis 100 %
i PO3YMHMTHCE MPOTATOM 30 XBHIFH. USSP <701>
Kinexice Bin 90.0 % ao 110,0 % Bix 3aapacHol n. 7 BayTpiuras
BH3EAYEHH KinbKOCTI aMmoupiny, 10870 i) 9,0 smoHorpadia 9,79 mr/TabneTy
AMAOANDINY mr a0 11,0 mr/TaSnerxy (97,9 %)
Cyuytri mosimkn | Cynyria fominika A- ie Gimpiie 1 %o . 8 BuyTpiina 0,01 %
' KokHa JHARRBIYATEHA MoHOrpadis 0,02 %
welacuTudikosara goMimka - He Ginbule
1 02%
Oaunopinuicrs Biamogisae iiMoram @apmaronel 1. 9 Buyrpimusa
BMiCTY CLUA <905>. Yucno npuitugraocti < | Monorpadis Binmorinac
15%




L " Cepragicar Ne: | 10FP23002077 | Cropimka 212 |

| Oanopixnicts Biamorinae rumMoran papyaxonel o 10
sMicTy ¥ Tabmerkn | CHIA <905>. Yrcno upuiipatiocti < | BuyTpluns Binnosinae

15% _ Moriorpadis ]
Mixpodionorivaa ‘. 1] '
YHCTOTA - 1 *Cpp. Dapm.
3aranspie 4Heo He Bisne 1000 KYO/r 2.6.12.,2.6.13, Bianosigae
acpobrux BakTepilt 5.1.4. (neBoaHi
(TAMC) TIpCTIApAaTH JUls i
[Trichssi Ta #e Gimsme 100 KYO/r NEPOPATIBHOT Bimnosinae |
JPLKAKOB] rpudn 3ACTOCYBAHLLS)
(TYMC)

| L. coli BimeyTHicTE B 1T ~ _ Bi)nosinac

¥ - jlioge BHAAHKS (hapMaKonei

Mpizeumee | A0l Hax
Mocaga ocobin, BiArosina nmol 3a sunyck cepil | IToMiTHAK renepathbHoro menexepa-Ki

MMinnae ocobu, BLUMOBiNANLIOY 38 BUNYCK cepil .
Jlava mignncawnn | 22.06.2023

Hepexnad 30HICHEHD GIUCIIUKOM PECCMPAYITINOZ0 NOCBIOYCHHA
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