JEPXIJIIKCITYXXBA
IEPKABHA CJYKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y XAPKIBCBKIN OBJIACTI

Bys. [pomansucbka, 25, M. Xapkis, 61057, Ten/daxc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €EJIPTIOY 36985153

BHUCHOBOK
npo AKicTh BBe3eHOro B YKpainy Jikapcbkoro 3acody
16.10.2024 Ne 54102/24/2011
PAHITUJIUH €BPO

(HaltMeHyBaHHs nikapcbkoro 3aco6y 3riiHo 3 peecTpauiiBuM NOCBIAYEHHAM)
TabxeTKH, BKPHTI MTiBKOBOI0O 060,10HK010, 10 150 Mr no 10 TabneTok y crpuni; mo 10 crpunis
y Kopo0uii 3 KapTOHY
(opma BUITYCKY, JO3YBaHHR, B NaKyBaHHs AikapesKoro 3acoby)

Homep peectpauiitoro nocsimeenns UA/4335/01/01 crpok xif peecTpauii#Horo nocsinueHHs 01.01.2099
Cepis niapckoro 3acoby Ne PR424005 KinbKicTs BBe3eHOro Jikapebkoro 3acoby 19200 yri.
Bbobm IOnik dapmacsioTkan JlaGopatopis (imninenns dipmu "JIx. b.

Kemikans enn @apmacsrotuxans Jita."), Inais
(HaltmenyBaHHS BUPOGHHKA NikapchKOro 3acoby, Kpaina MoXOIKEHHS)

Baeseno 8 YkpaiHy TosapucTso 3 o6Mexenoo Bianosinaasuicrio "'Konapk Intenmen”,

inenr. xon: 25182226
(HalMeHyBaHA Ta koa 3a EJIPTIOY topuanyroi ocobu abo npissniue, imM'a, no GaTbkoBi dizuuHol

0co6H - mianpuemus, i Miclie NpoxuBaHHs Ta peccTpallifiuni HoMep 061ik0BOT KapTKH MiaTHHKA
nonarkis ao cepis Ta HoMep nacnopra)

TMporokon isyansnoro kourpomo sia 16.10.2024 Ne 1045/0/01.21-24/6.

3a pe3ynbTaTaMH [EPXKaBHOTO KOHTPONIO BCTAaHOBJEHO, WO  JKAPChKHH 3aci6 BBeseHo B VYKpaiHy 3
JOTPHMAHHAM BUMOr 3aKOHOIABCTBA LIONO 3afe3neueHHsa AKOCTI JlikapchkHX 3acobiB.

A &%&C ~ Anna IOIIKO

(niznuc) / (iniuiany Ta Npi3BHILE)
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"UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

@.

- GOOD PEOPLE
_for GOOD HEALTH
_RANMITIDINE EUROQ | VR Certificate No.: | oo insens | -Phg’@ofi’
PAHITHAHHEBPO | . = . Cepriivar Ne: | 10FP2400_2:;5378* Cropinxa 135
QUALITY CERTIFICATE FOR BATCH
CEPTUDIKAT SKOCTI CEPII

Product name: | RANITIDINE EURO
Hassa npenyxnil: | PAHITHANH €EBPO
Jikapcpka gopma: | film-coated tablets | License No.: CIT4SH
Pharmaceutical form: | Ta6aerxn, srpiTi mainkosoto oboaonkoto | Jlinensia Ne:
Strength/potency: | 1 tablet contains: Ranitidine Hydrochloride equivalent to Ranitidine 150 mg
Cuaa Ril/aETHBHICTE: 'g 1 rubaerxa MICTUTD: PARITHANNY TiPOXAOPHIY eKBIBANEHTHO PANITHIHNY
(150 mr
i Size and type of | 10 tablets fn a strip; 10 strips in a cardboard box with Ukerainian and
packaging: - English languages labeling
Posmip Ta Tun | no 10 Tabaetox y crpuui; o 10 crpunis y kopobui 3 Kaprouy 3
HAKYBAHHSN: | MAPKYBAHNAM YKPATICHKOI0 1A arrliicbro10 MOBAMH

Batch No.: Batch size: 5 boxes
Cepisi Ne: PR424005 - Io3mip cepii: 19560 ropolok
Date of manufacture: Expiry date:
Jara supobunuroa: 0772024 Tepmin upHaatnocTi: 06/2027
Registration certifieate: UA/43386701/61 Unlimited from: 05.01.2017
HeobGmewero 3; | .

Pecerpaniliue nocsiquenus: ‘
Manufacturer: | Unique Pharmaceutical Laboratories (a division of J. B. Chemicals &

Pharmaceuticals Ltd.), Plot No. 215-219, G.LD.C., Industrial Ares, Panoli -
394 116, Dist, Bharuch, India

Bupabunk: | FOnix Papmacsioruxan Jabopartopis (sixzisenus ¢ipmu «JIx. B,
’ Kemikans cua Papuacsorakani JItan), Ainska Ne 215-219, Bt A, Ji.
Ci. Inaacrpian Epia, Hauoai - 394 116, oxpyr Bxapyy, Inain

Certificate of GMP complianee No.: | dated:
Ceprudiikar siitnosianocyi HBII Ne: 096/2023/GMP Ri: LT3 L2UE
Analysis procedure resulis /
PeayapraT nponeaentisl ana.izy
CONTROLLED T , ' TESTED
PARAMETERS / ACCEPTABLE LIMITS /- ACCORDING TQ/{ RESULTS/.
NOKAZHHKNH, IO ' JONYCTHUMI HOPMU TECTYETLCSL | PE3IYJDBLTATH
KOHTPOJKROTHCS! - ' “3rAHO
1, Deseription: orange, round, biconvex, film-coated tablets. visually ' Combli
appearance ' , ' p.l MC omplies
1L.Omees opalkeni, kpyrai, avoonykai radaerxi, Bi3ya/IhHO ; ;
I0RBIUHIN BHOARA BKPHT] TN BXOBOIO OG0NOHKOID. 1 MK Biasionlans
2. Identification/ A) Rf of the principal spot in the TLC
Lenvpdirayin: cliromatogram of the test solution USP, mwonograph
' (Chmmatographxc purity test o | “Ranitidine tablets”, Complies
Rf of the principal spot %m methiod A, p:2A MC ,
_ of the standard solutien/2 ¥ < L
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¥ Faclory: 9 Rugistared Office: 3
CIN: L24390MH18756PLC0 15380 CiN: L24A90MNINTHEPLCO 19300
Plot 21515 219, GIDC Industrial Estote Neelor Ceontre, "B’ Wing; & Flodr, nergy T Park, it &, 8‘ Flox
Panolf - 364 116, Bharush; Gujarat. Hind Cyste Road, Worl, Mumba! - 406030 Appa Saheb Marathe Marg,
 *9T 2646 272 472/ 784 1304 /7B £ 335 { +91 2224822222 Prabhadevi, Mumbai - 4

@ jbepl.pancli@jbohanna.com L +81 22 24395200/55¢80
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"UNIQUE PHARMACEUTICAL LABORATORIES

A Division ot J. B, CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH
RANITIDINE EURO Certificate No.: | 000 1009878 Page2.0f S
P.Km[mlmﬂ GBPO Ceprudikat Nod ot hokede c'roplmca 23
CONTROLLED - TESTED ¢
PARAMETERS! ACCEPTABLE LIMITS / ACCORDING TO/ RESUL‘TS/
TIOKA3SHUKH, l.llO .D.OHYCTMM] HOl’MH TECTYETHCA PESYJIbTATH
KOHTPOJIOIOTHCA . 3CIHO
T A) Rf roaossol -rmaMa HB XPOMATOrpami TUIX o
BrOpPESYBAHONY posunHy (1eeT O.CUIA, MOHOI'pal})m .
Xpomarorpadiuns yucToTa) sianosinae Rf «PaniTHany Bixnosizae
FONOBHOT NAAMH HA-XPOMATOrPaMi rabneTeny, MeTol A
CTAHLAPTHOrO PO3YHILY. i.2A MK
B) The retention time of the principal peak in | HPLC
the chromatogram of the test solution USP, inohograph
corresponds to the retention time of the “Ranitidine tablets”, Complics
principal peak in the chromatogram of the method B p.2B MC
standard solution (Assay).
B) Uac yTpuMYRaHHS FQROBHOIO ITiKY Ha BEPX
Xpomarorpami sunpedyBanoro posuniy @.CIUA, mouorpathia
BiZNORINAE U4CY YTPHMYBaHIIA IONOBHOrO «PantTnauH Binnosinac
niKy Ha XpoMaTerpaMi cTauaapTiore Tafinerkun, meton B
| posuinty (Kinukiche sushanenis), ) n.26 MK
i C) Filirate.mcets thc requirements of chloride | chloride 1est USP,
test Ranitidine tablets Complics :
monograpl, method
Cp.2CMC
B)  imsrpar  pluanodinge  susmoram | TECT U3 Xaopua
sunpoly BAHHA Ha XAopid O.CUIA, monorpadis
- . «PaniTnaun Bianosigac
Tadiercin, metoa C
n.2B MK
3.Average tablets welght | 270 mg = 5% BP. XII C
| (For 20 tablets) p.3 MC 354,57 mg
3. Copenyu macy 270 mr 3% B, Xl C
T o n.3 MK 264,57 Mr
{12 20 rabnerkax) - : s E, .
4.Uniformity of dosage | For 10 tablets the acceptance valuc (AV) USP <905,
units sheuld be less cr-cqual to 15; for 30 1ablets the! mass variation
i (for 10 + 20 tablets) acceptance vatue (AV) should be less or equal | | method, 25
to 15, and the contont of ranitidine in a tablet | p.4 MC
’l i not less 0.78 M and not mere 1.25M. ~ _ N
[ 4. Oanopignicrs Jna 10 rabnevor npulisanuiie nieno (AV) B.CUJA <905>,
1030BaHAX oxuHMb (k. | Mac OyTi Menwe aba.gopisHioe 15; ann 30 PO3paxyKoBO~
L 10 + 20 vabneriax) TAdNeroK npuiiManenge 4neno (AV) mae 6yth | sarosuil sMetog, 95
‘ merie ado aopietioe 135, a smict panitnanny | n.d MK -
| B1a0acTud He Menmne 0,75
L M.

< n * |
v Qv. ,04,'

9 Fustory:

¢ Rogistered Office;

CIN: L24390MH1 97615015380 CIN: L24300MH1976PLC0193A0
Piot 215 10 219, GIOC Industrial Extate Neclsm Cenie, ‘B’ Wing, 4° Floar,
Panoli- 394 116, Bhavush, Gujarat. Hind Cyale-Road, Worli, Mumbai - 400030,

C 912646272 4721784 /04 /783 /335 ¢ +9T 22 mmzz

@ jhepl.panali@ibpharma.com

Crnerggy (T Rark,; Unit A, 87 Floor,

Appa Saheb Marthe Marg.

Fiabhadevi, Mumbaei - s000625,
L +97 42 24395200/5500




'UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

~
'GOOD PEOPLE
_fm' G000 HEALTH
RANITIDINE EURO | g e Certificate No.: | - ik Page 3of5
PAHI’I‘!K.IIHH €BPO s A Ceprndixar Nt .IOF.'P240_02578 X C'mpinm 335§
‘ T : TESTED
. ACCEPTABLE LIMITS / ACCORDING TO/ RESULTSI
IIO _3HPILCH, IILO ' EOIWCT“MI HOPMU TECTYET bCﬂ PE3YJIbTA’I u
KOHTPOJTIOIOTHCS - -3MAHO:
5, Digsolution. At feast 80% (Q)of The ranitidine labcllcd LSP. monograph
. content should digsolve in 45 min “Ranitidine tablets’™, 94 %
p.3 MC .
-5. Posunnenug. He meniue 80% () 8ip 2asuauenoro na ®.CLUA, mororpadis
eTiKeTU] BMICTY paHiTiinHy Mae «PauiTnany 94 %
POMBUMTHCH 38 45 X1, radaerin, n.5 MK

uri

No secondary spot in the chromatogram of | TLC

test solution has an intensity greater than | USP, monograph,
intensity of the spot in the chromatogram of | “Ranitidine tablets”,
the standard solution A (0.5 %); no cother | p. 6 MC

secondary $pot has an intensity greater than
the intensity of the spot in the chromatogram
of the standard.solution B (0.3 %).

Total intensity of all 'secondary spois in the
chromatogram of the.test solution is not more
than 2.0 %.

Complies

qnerorg

6. Xpomarorpadiuna

TKOAHS ETOPHIIHA MIKMI. HA XPOMETOTpaMI ’I”U'JX '
BUAPOSYBAHOTD POSHHIY HE MiC O.CLUA, Monomaq)iaz

inrencunnicrs, Biaume, Ain DITEHCHBIICTS, «PauiTuang i
TUIAMIL M3 XPOMATOTaMI CTAIIRNTHOMO Ta0CTKI,
poatsny A (0.5%); %ouna inwa sroputina 1.6 MK
NAAMa He Mac inTeHcHBRICTL Biabuse, Hix Bianosinae
IHTCHCHBIICTE ONBMA HA XpoMaToTpami
craiaptioro posunny b (0.3%).
Cymapna hirieicHEiCTs BCIX CTOPHILINX
0N8M Ha XpoMatorpami BUnpodyeanoro
posumny - ne Ginuire 2.0%. :

7. A§gy; ranitidine

At release:

95.0 % - 105.0 % of the label c|a\m
i ¢ 14"3—1575mg:lab 103:1 %
For shelf life: 154.72 mg/tab
90.0 % ~ 110.0 % of the label c‘uun
i.e. 135.0 = 165.0 mp/ab

1. Kiavxicye
BHINAUCHHE
paHiTRAKE

Ha sosvenm surperyr:

95.0 % - 105.0 % Bia sa3Hanenoro 1a
eTHKeTHI, TOBTO !42,5 - 157.5 mrfrad.,
Tpomazas miepa nny npudamnocni:
90.0 % - 110.0 % Bin 3a3HBMCHOrO HA
! emirerul, to6To 135.0 - 165.0 Mrftad

1031 %
154,72 mr/tab

&
%8 5pde80>

81 cpgN

9 Factory. .
CIM: L24390MH 197610119380

Plot 21510 219, GIDC ndugsttial Eotate

Panohi - 394 116, Bharuch, Gujarst.

C #912046 272472/ 784 / 3044783/ 335 ¢ +91 7224820222 . Prabhadeavi, Murnbai ~ 4000

@ jbepl panoli@ibphsima,com

¥ Repistered Offica; @ Corporate Office:

CIN: L2439GMH1976f1.C019360 CIN: L24390MI+1975PLCO1S,
Neelam Ceritra, B' Wing, 4" Floor, Cnergy IT Park, Unit A, 8 Flogy,

Hind Cycle Road, Worll, Mumbal - 406030, Appa Sahab Maraths Marg,

L +97 22 24395200/53500
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"UNIQUE PHARMACEUTICAL I.ABUHATORIES

A Division of J. B, CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEDPLE
_for.GOOD HEAUYH
'RANITIDINE EURO | - ; - Certificate No.: Page 4 ofﬂ
PAHITHJIMH €BPO . Cepvndixar Ny | 1OFP202578 | oropiuncad s
. Microbivlogical BP, XVI D, ]
purity. harnonized method '
Total aerobic microbial | not more than 1000 CFU/g p-8MC Complies
count (TAMC) '
Joulds and ts . -
?%?dé;‘ atiis not more than 106 CFU/g Complics
E. eoli
‘ absencein | g Complics
8, MikpoSioneriuna BE®, XVI D,
HHETUTA, rapMouizosanki
Jaransna Kiaskicth e Giaswe 1000 KYO/r MeToa Binnosinae
aepobnnx Saicrepiil n.8 MK
(TAMC)
Fputfu Ta apixmxi i : n : Bi .
(TYMC) ne-Sinewe 100 KYO/r ianos i
£ ol piasytHa s i g Bixnoslae
Labelling: | Should correspond to the registercd labelling. Complies
Mapxysanust: | [Tosunio BiARGERATH 22PCECTRORANOMY MAPKY BEHRIO. Bianosinae
TPackaging: | Should correspond te the requirements of MQC. Complies
Haxysauus: | INosintio eianosizars snsoram MK, Bianosigee

1 hiereby certify that the above information i authentic and accurate. This bateh of product has been munfactured,
inclutting packaging/labelling and quatity control analysis, at the above mentioned site i4 full compliance with the
GMP requirements of the local Reguttttory Authority and with the specification available in registration dossier,
Protocels of bulch processing, puckaging and aralyyis records were reviewed and found to- be in compliance with
GMP. | hereby eonfirm that il production sftages forthis batch af finished product were carried ont in full compliance
with:the requirements specified in the current GMP guidelines approved by the Ministry of Health of Ukeaine.

@ Fastory: ¢ Registered Office:
CiN: L24390MH1976PL0013380 CIN: |.24390MH1976PLCD 9380 CIN: L24390MH1976PLE076380
Plot 21510 219, GIOC industris! Estate Nee'am Centre, 'B' Wing, 4" Fluer, Cnvergy (T Park, Uit A, 8" Floor,
Panoli - 394 116, Bharuch, Gufarat. Hind Cycle Road, Worli, Mumbai ~ 400030, Appa Saheb Marathe Marg,

U 912646 272 472 17847 30447837 335« +91 22 24622222 Prabhadevi, Mumbal - 200028,

@ jbeplpandli@ibphamma.com € #1722 24395200/5500
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' @ 'UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH
ANIETIDINE EURO | o Certificate No.: - Pagp-svoj
l PAHITHUIHH €BPO 3 Cepriivar Ne: 10FP24002578 Cropiuka 5 3

Llus & 300610410, wio NABEIENa SHIKE iNQOPMURIA € JOCIOBIPHOI0 M MYYIVID. Lio ceplio npodyruit Gyae
eHpodneno (ermouaon NAKYEANHA/MAPKYEGHTN) 1A APoscdeno Koumpons I akecry na auatesaznavenia
. Olasinul y nosulls slonoaldnocnil 3 sumozan GMP, scmanosaeniumi MiCUeerAL pe2y.Iamopitum Opeana, @ raaroNe
6idnesiono Do cneyudirauiii, 1o Manmsc ¢ pecempukiiinesiy ovcve. Hpomasoau CRPODRHNIGR, NAKYEUNIUA
ma airaaizle Gyao neperisnymo ma scmanoareny sidrowidnicms GMP, Liuat nivmaeepdsrcyin, wo aéi eupolbnisi
cmadit ana ylel cepli comogol npodyryil Gynu 30ilicreni 6 nosnil eionOGiONOCMI 3 BUNO2UMU, IATLANCIUNY &
wuuniii nacmanoel 3 GMP, sameepdaceniii Minicmepemeon oxoponu 300pos’s Yxpaliti.

Name and position ¢ person responsible for th analysis: | Mr, AP, SHAH.
[pizsimue Ta nocaga ocoby, 116 Bixnosiane 3a anaais: | A, Il Wax
o General Manager - QC
Kepinnie - KA

Signaturc of person responsible for analysis: é’

Miaunic ocobi, o BiAROBIAAE 30 anapis:

Namne and position of person responsible for batch velease: | Hasmukh Juysinh Arya
i [iphonue Ta nocass ocolu, u10 suanosiaac 3a sitnyex cepit: | Xacwmyw Jucaiiciu Aps ‘ .

| Assist, Manager Quality Assurance.
“Acuer, 3abesrcuen st NROCTE MeHeREP

Signature of person respansible for batch release: '\ \ "
Dutnne ocoGH, Mo AINNOBIASE 38 BURYCK cepil: ’“y W - -\31{ Ly
" " Date of signature: ‘ ‘
' At oH ny

Aara nilanncauwn:

v YK p

* innog;, 3 /)
200 8ifl DBWo,)/

aa0®
9 Factory: ‘ 9 Registersd Office; L/ MW
CIN: L24390MIH19726RL8019280 CIN: 1 24390MHTY76PLCOTIIA0 CIN: L24390MH1976PLC0 19380
Plot 215 to 219, GIDC Iridustiial Estate Neelom Centre, '8/ Wing, 4" Floot, Cresgy IT Pork, Unit & 87 Floor,
Panoli - 394 116, Bliaruch, Gujarat. Hind Cycle Raad, Warli, Mummibal - 400030, Appe Saheb Maralhe Marg,
L +91 2646272472/ 764 /30477837335 ¢ +91 2224822202 Prabhadevi, Mumbai - 400025,

€ jbeplpanch@ bpharma.com . #9122 2439520075500




JEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU ¥ TEPHOIILILCBKIN OBJIACTI

By.1. Bpoaisebka, 5, M. Tepronins, 46002, T.(0-352) 52-67-57, 25-08-59
E-mail: dls.te@dls.gov.ua, Kog €IPITOY 37076515

BUCHOBOK
npo sikicTh BBezenoro B Yxpainy Jlikapenkoro 3aco0y

09.01.2025 Ne 388/25/1911

PAHITH/IWH €BPO

(iafiMcITyBauHs TIKAPCHKOTO 3acoby 3riNno 3 peecTpaniinuM NOCBIZHCHHAM)
Ta6JIeTKH, BKPHTI IIIBKOBOK 06010HK010, 10 150 Mr mo 10 TabdreTok y crpumni; mo 10
cTpHumiB y Kopofiti 3 KApTOHY

(opMa BUOYCKY, JO3YBAIHA, BWI NAKYBAHHS NIKAPCHKOTO 3aco0y)

Homep peectpauiitnoro rocsimienna UA/4335/01/01 erpox aif peectpautiiinoro nocsiaMeHRs 01.01.2099

Cepin nikapcexoro 3acofy Ne PR424008 KinbkicTs BBE3eHOrO Tikapebkoro 3acoby 19320
o I0uik ®apmacerotukan JlaGoparopis (simninenns dipmu "JIk. b.
Kemikars ena ®apmacerorakans JITa. "), Inaia
(ualiMeHyBaHHA BUPOBHHKS TiKAPCHKOTO 3acoby, Kpaina MOXOMKEHIIT)
Beeseno B Ykpainy TosapucTso 3 0bmexeHolo BianosinanenicTro "Konaprk Inrenmen”,

inent. kon: 25182226

(uadtmerypanns T koa 3a CJIPTIOY wopumnunoi ocodn a6o npizeuuie, iM's, 110 GaTbKoBi
disuatoi ocobu - nignpuemuy, i MiCLE NPOKHBAKHA T4 peccTpauifiipi noMep ofaikopoi
KAPTKH NnaTiiKa nojarkis abo cepisa T2 Homep nacnopTa)

NpoTokon sisyansoro koutpoo six 08.01.2025 N 114.

334 pesyIbTATAMH  ACPKABHOTO KOHTPONW  BCTAHOBNEHO, LU0 nixapcbkui 3aci6é BBe3eHC B YKpaiHy 3
JAOTPUMAHHSAM BEMOr 33KOHOIABCTEA (ONO 3a0E3NSUCHHS AKOCTI JiKapehKuX 3acodis,

S
. ///i/‘ Tapac TIPOHIB

A ,,--*" e N o .
{nocanoea ocoba oprat RN uu}ac) (iniuianu Ta npizsrure)

HavaneHHK c1yx0u




UNIQUE PHARMACEUTICAL LABORATORIES

A Divisdon of J Et CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
for GDOD HEALTH
RANITIDINE EURO Certificate No.: |, Page 1of §
PAHITILIHH CRPO Ceprugizar Ni: | 1024003403 | oo 135
QUALITY CERTIFICATE FOR BATCH
" CEPTHOIKAT SKOCTI CEPII
Product name: | RANITIDINE EURO

Hama npoayenii:

PAHITHAHH €BPO

Mikapeswa dopaa:
Pharmaceatical form:

.......

Strength/potency:
Cima i asrasmbers:

Size and type of
packaging:
Poastip va TN

film-coated tablets

rafnersu, sEpaTi naipkorow oboa0HK00

License Mo.:

[ JTimencin Nz G140

130 mr

1 tablet contains: Ranitidine Hydrochloride ﬂqui\ralnui to Ranitidine 150 mg
1 rafiaerca micTHTH: paRiTHARAY NAPOLTOPHIY CRBIBLTCITTING PANITHAMITY

English languages labeling

10 tablets in a strip; 190 strips in a cardbeard box with Ukrainian and

no 10 rafaeror y erpani; mo 10 crpanie ¥ xopobui 2 kaprony 1

HAEVEANHA® | MAPEYBAHRSIM VEPATHCRKO T4 SHIRCERIM MOBAMK

“g:ﬁﬂ; PRA24008 ],“?::“]"l:;;usw Eﬁi;%ﬂ »
[:;:i: ;:::;:T::::: MELIDE Tepmin nﬁ:z:u?ﬂi?::* 0772027
P e e | UABSOLA Ui o | s av201

Manufaciurer;

Bupodune:

Unigue Pharmaceu tical Laboratories (a division of J. B. Chemicals &
| Pharmaceuticals Ltd.), Flot No, 215-219,
| 394 116, ist. Bharuch, India

| Hmik @apwackwornras Jaboparopis (siiaenns gipyn ol B
Kewmikan: enn Dapmaceornean: Jrae), Jinanea No Z15-219, T, A .

G LC, Imdustrial Area, Panol -

Ci, Imnacrpian Epia, Mamoai - 394 116, orpyvr Buapyx, Tngia

% Faclorys

SErciuute b G SampLacs | wiasvcmr duted: | o 12023 |
_ Ceprwpiicar pinnorigmecti HBIT No: | B
Anmalvsis procedure resuliz |
Pesy b Tary Bposeienns &y
CONTROLLED TESTED
FPARAMETERS / ACCEPTABLE LIMITS ¢ | ACCDRDING TOVY RESULTS /
NOKASHHKH, 110 JOTTYCTHMI HOFMEH TECTY¥CTHCH |PEZYJLTATH
_KOHTPONIOIOTRECH 3rLAHG
L. Descripdizg; orange, raund, biconvex, film-coated tablets. | visually Complies
appearanty are ik A
L. Chipmcs OpEHEERL, EPYTIL, AR0nyEl TalicTes, BEIYAIBHD ‘ .
B pminEniEh swrasn hﬂm[ l].uiaéj-;m:u:r OFCIOH RO, .1 BAK Blanceinae
2. Identification, | A) Rf of the principal spot in the TLE
e pscan s chromatogram of the test solution LISF, monograph
(Chromatographic purity test) corresponds o | “Ranitidine tables™, Complics
Rf of the principal spot in the chromatogram | method A, p.24 MC |
of the standard solution, I
¥ Reagrasarid Office:

G |28 3A0MH I FTEFLGD] 9380

CIN: Lo s TaR L0 Sann

Flot 218 10 219, GIOC indusinal Estais

[gelam Cerire, 0 Wang, 4™ Foxe,

I3-Ilt E?ﬂ'illluH]'iI?EFLU]I Gaen
Cravgy IT k. Uit & 0 Floo,

Fanoli- 354 116, Bhanesn, Oujaral
L A JEAGTTR AT TOA 04 S TER 338 g +T] 27 ZAERIDD
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHAHMAEEUTIEM_S LIMITED

000 PEOPLE
for GOOD HEALTH
| RANITIDINE EURO | Certificate No.: Page 20f 5
- il lﬂFI’ZﬁlIIBﬂH 5
PAHITHIHWH €BPO Cepradikat No: Cropinka 135
CONTROLLED _I TESTED
PARAMETERS / ACCEPTABLE LIMITS/ ACCORDING TO /| RESULTS/
MOKAIHHEH, L0 AONMY CTHMI HOPMH TECTYETECH | PEIYVALTATH
KOHTPOSIIONOT BCH Lk o IIAHO
Al BF roncesol magMe Ha XposaTorpasd TLLX J
BHAPODY BEHOIO POIsHHY (TecT . CLLA, monarpsdi
Hposarorpad i wncrora) signosizse R sPEnTTIIH Butnosigas
COECEHOT IANI HE XOOMETOrpasi TalrETRH e, METO 4
ETHHIAPTHOIT POTHHIY, n.2A MK
B) The retention time of the principal peak in HPLC
the chromatogram of the test sofution LUSP, monograph
| corresponds 1o the retention time of the *Ranitidine tahlefs”, Complies
principal pesk in the chromatogram of the meethod B p 2B MO
51.andard :u] wian {&:d.’él}'
B} Yt yTPHMS DI rOAoRnaro niky na BEPX
;ncp-c:lma'm-lpam HH||pL:-.:i__-g'u=|n:;ll:'u s Hy LA, scosorpadia
BINMIDELLEE MACY YTPHMYBAHHA FOA0BHOTD wPEHITHA N Binnoeizoe
MY L XPOMETOrPaM CTAUAAPTHETD TafneTkn®, MeTer B
Po3MHEY [KLSEKICHE BEIHEYEHIA ), m.26 MK
C) Filtrate mcets the requircrments of chloride | cldoride test USE,
sl “Ranitidine rablets” Complies
monograph, method '
C p.2C MC
B] LT alanoeimue BHMOTHM | TECT HA Xmopi
EHIIPOSY BREHA ML L0pHE CIEA, monorpadis
o PasiTiomn Biaronizac
rafinersn, merog C
RESESRRTON| RTe— SPR— 16170 S—
3. Averapge tableis weight | 270 mg £ 5% @r, Xic
(for 20 tablets) p.} MC 26141 mg
3. Cepegiy maca 270 mr + 5% B, XITC
raflerok 3 MK 263,41 mr
{na 20 TaGneuan) | _
4. Uniformity of For 10 tablets the acoeptznce value (AV) LISP <905,
wRiLs should be less or egual to 15; for 30 whlets the | mass variation '
(Por 10 = 20 tabieis) acceptance value (AW) should be less or equal | method, 340
i 15, and the contend of ranitiding in o toblet | p.d MC
not less 0.75 M and not more 1.25M,
| W Jna 10 tafneros npaiisa s ancno (AY) D CLILA =905,
| pusosanux oanMnus (Ha | Mac Sy sscHiue alo aopiskio: 15; 208 30 (Rt e EL el T
10+ 20 T&Gn:r}mx} Tadnerok npaisiasEe 9ueno (AN) sac ByTe | sarosndi smeTo, 30
mere a0 gopistes |5, a smicr pasitageey | o bak '
t rifureTi e meruee 0,75 M 1 e Gilenwe 1,25
¥ Eactory! P Reqsiened Offce: B Corgamte Dlfes

GIN; L34 F0MHT 97 6FLCTT RIAD

Fiol 218 10 319, GIDE frchegsia! Falale

ClIR: L1800 19T BRLICD] 4280

Hesiam Cenfire, "B Wing, 4° Foor,

G, 24300084 TS FEPLE0T 00
Grengy 1T Park, Linit & 87 Flocr,

Parrok - 354 1 16, Bhsanach, Gigeral,
i a0 DEAETTIAT TRE S 304 STER 336 g 400 22 T4E3 3029
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fppn Sahed Marmhe flam,
Prabbadey, Mumisd — S00075
L #0] 2T 24X05I00I5E00

www, bphamma.com




UNIQUE PHARMACEUTICAL LABORATORIES

A Divigion of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

00D PEOPLE
for GOOD HEALTH
RANITIDINE EURD Certificate Mo, LOEP24003464 Page 3 of
PAHITHIHH EBIO Ceprudiar Mo :  Cropinka 3 38
CONTROLLED 0 TESTED
PARAMETERS / ACCEPTABLE LIMITS / ACCORDING TO/ | RESULTS S
MOKATHHEH, Lo AONYCTHMI HOPMHA TECTYETECH | PEIVILTATH
KOHTPOJIHOMTLCA ACIAHO
5, IMssoluticn, Al lzast B0%% {0 of the ranitidine labelled LSP, monograph
conent should dissolve in 435 min. “Ranitidine mblets”, 90 Y
: p-3 MC
5. PozsupenH, He menine 0% {0 pi IaHauenorno ki O CILIA, moscrpadis
| evekeTul gmicTy paHiTHINHY MaE wPERITHINH o T
| poeRAHITHCH 38 43 xe. TadneTEMy, 1.5 ME
6. Chromatographic Mo secondary spol n the chromatogram of | TLC
purity test sodution has an intersity greater than | USF, monogreph,
invensity of the spot in the chromatogram of | “Ranitidine tublets”,
the standard sofution & (L5 %45, no oher | p 6 MC
secondary spiot has an intensity greater than i Complies
the intensity of the spot in the chromatogram |
of the standard solution B (0.3 %), ;
Total intensity of all sccondary spots in the
chromatogram of the test solution is not mone
‘ than 2.0 %
6. Mpomarerpadiuig Mo FrOPHLER AR HE XPOARETON pasi TILTX
SHETTH A PODY BAHOC D POSHEY BE MaE Ol A, mm:-rpﬂd}iﬂl
inreHcHnHicTs Globuse, Hi iHrEHCRBHICTS P aniTEnn
TUEHMH Ml XPORMATOrPaM] CTLHARPT MO ToRETER Y,
posunny A (0L 5% o ium sropre i n6 MK
MMM e MaE [IFreHeHBibeTe Gliusimne, ik Bianopigas
LHTCHCHBHICTE IIAMH HE KPOMETOTpasdi
cranaapracro posyany b (0.3%)
| Cymnpoa TSNeHBiicTE BRI FTOPHANNE
NAAM B XpOMaTorpEME pEnpoiy Ao
poauriy - e Ginnane 308
T, Assav: ranitidine At release; .
5.0 %0 — 1005.0 %4 of the label claim,
ki 142.5 — 1575 mpfahb. 0.7 %
Fowe phalflife. 149,580 mgfab
90.0 % — 1100 % of the label claim,
i 135.0 - 165.0 mphub
7. Kimkicne Fia Apsicort aaumcsy
BHIHAER R | 950 %0 - 105.0 % nig ssepvenare i 59.7 %
pasiTeang erageTil, tolro [42.5 - 157.5 serfrall 149 5& sttt
Hipcamsoar mepaniny npuasiiocmi B .
G0 Do - 100D % eig aanaqenaro Ha

erieril, Tobro 1350 - 1650 mritab

% Foctong
CIN: L34290MH 19 TEFLODT 380

Flol 218 40 3719 |, GIDC Wwusgiriad Eatals
Furval - 384 1106, Blsanach, Gujarnl

& jhonl ganolifonterma s

¥ Raglatired Ofce:

CIR: L2490 1 197 BPLCO 19280

Meeksm Cendre, B Wing, 47 Floog

Hing Cysie Hoad, Wiortl, Mumbal - §00030,
& 91 JRARITIATE/THE /304 STEE /336 ¢ +9] 2 24823023

@ Corpomts Office:

Frabhadey, Mumbai
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UNIQUE PHARMACEUTICAL LABORATORIES

A Diviglon of J. B. CHEMICALS & PHARMACEUTICALS LIAITED

-
GOOD PEDPLE
for GOOD HEALTH
| RANITIDINE EURO Certificate No.: | Page 4 cﬂ
. = % TOFP2Z4003464
_ PAHITHIHH €BPO i3 Ceprudirar Ne: : | Cropinka 435
5, Plicrablalogical — BP, XV1 D, |
ity harmonized method
Tatal acrobic microbial not mare then 1000 CEU/g p. B MC Complies
count {TAMU]
i:??-,uigd:]i‘m i not meore than 100 CFLE Complies
E colt
absence in | g Complies
B Mixpofioaoriuna | BD, XVID,
HHCTOTE. rapaoni ORI
Farankus KERKCTE we Ginne TH00 YO/ MET0d Binnogiaas
aepodHux Saxrepilt mE& MK
CTAMLE)
Ipaebise Ta aphema o i Bi ?
TV ME) \ HE Dimse 100 KY O ianoEimes
E. coli = : Fdes
| BuEcyTHA B Ir — _Iié!-%[!thil_ﬁ_.ﬂl; ., 2}
Labelling: | Should correspand (o the registered labelling, Camplies
Mapryaanns: | [TopilHAO BiIN08ilaTi BPCECTPORIROMY MADKYBAHEIC, Binnominac
Packaging: | Should correspond to the requirements of MORC. Complies
Makyeanus: | MNopuemko elinoeizern susoras MES, Blamosine

[ rerely certlfy that the above lnformation is antheniic and accurate, This batch of product has Been manafuctured,
inctuding packagingTabelling and guality cortrol anafysds, af the above mentioned sie in full compliance with the
GMP reqrirements of the fecal Begwlatory Authority and wivh the specificetion avallaile te regisration desser.
Protocols of darch processing, packeging aod annlyas reconds were reviewed and fonnd e Be dn complionce with
(oM P, [ herelry confirm thar alf production stages for this batch of finished product were carried ot in full compliance
wirl fhe revadrennens specified i e current UMP guidedines approved by the Sinoary of Healtd of Ukraine

8 Faclor:

O L 283000 HTTEPLOI1 3380
Fiat 318 ta 219, GI0C Indusiial Egtate
Fanol - 3 116, Bnarues, Dujaral.

7

Citfeza;

GIN; LR ITEFLCO1S080
Bigalam Cenrlre, F Wing, 47 Floog,
iriind Cyhe Hoad, weoek, Mombal - 400030,

L +90 ENAGETZ 472 S TE4 ) 304 STED 385 ¢ +9) 22 R4ERTIED
8 ocplpenall @b pham o

& Corpomte Offce;
G L2A390MH 1 57GRLCD | D380
Crergy ITPark, Usic & B® Flao
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UNIQUE PHARMACEUTICAL LABORATORIES

& Division of J. B. CHEMICALS & PHARMACEUTICALS LIM'ITE‘B

600D PEOPLE
for GOOD HEALTH
| RANITIDINE EURO Certificate No.: | ' PageSof
| PAHITHIMH €BPO Cepruginar No: | 1VFT2A00364 | 0 opinka 515

e o zaceldsym, gie Noaederia aurges foprragin & decrroaipeiens i e, LWiv coplio apesysnil Srae
BRI TE RS [TRAM SR REKPSTIN A PRSI R) i apoesdeis KoFIPeas I RECCRN 50 SR anineniin
direnny ¥ o sidwosiduocmi 3 aoccast GMP, acmianosteniini MICHEENN PEIVTRRTIPNNN OFREIR0W, 0 RIRGT
by ichie do oo iiagin, sy aEcmiinTRCR & peecipran ey docke. TTporno Ko apeSIansea, MaRyeannn
FR RS SR MEPELTAR VG FEE dCAE O SRE aldmoaldnicrne GMP. Hese nidmerepdocyn, s acl aapobieaai
canedfi da eick ceplf’ commosel npedyiuil Gam sdificneni @ nooril sidReaichtocml F EENGSEAL, TN ECENAL §
sgriedii nacmanoed 1 GMP, sameepanceniii Mivicmepernaow oxopons scopoa s Vopadi.

Néme and ﬁ:n'—ix.ﬂ'mu u? person responsibilc for the analvsis: _|
Mpisssme Ta nocams ooobe, NG DLIMOBIIE 38 w0

Mr. AF. SHAH

A (1. ilax

Geaeral Manager - QO
Kepisnme - K4

Signature of person responsible for analysis:
Mligrene oo, mwe BEaneni ne 30 anans:

‘

Mame and paition of person responsible for batch release:
Mpiseiime v Bocoms eeodan, e Blanceliae & sunyce cepii:

Hasmukh Jaysinh Arya

Xaemyr Lxaiicin Apn

Asgist. Manager Quality Assurance

Acnet, Jale e Ienna RKOCTi Mene e
Fil

Signature of person responsible for batch relense:
_ Hinnmg ocod, o BIAnRiae 13 BEIYCK copil:

7

Date of signatwre: |
| Jara migmycanm:

1M[u9 [ oM e

? Begistered Offcn:
GIN: L2430 T STEFLS01 93680
Flot 2718 10 F19 , GIDE eribastrin] B labe Maodarn Cerdre, B Wing, 4° Focr,
Fanali - 584 110 Bhawach, Guiaral Hind Cyéode Faoud, Yoel, RMarmiai - 900030,
+01 2046 TTI T2/ T84 J 304 /TER F 235 & 00 22 pARFRIZD

CIN; LE4SI0HTTTERPLGD TS EG

@ [bepl pancliFiahed ma com

§ Coeporate Offica:
C3N: L 2A390MH 1 STEPLCD 1 9380
cmrg.rr‘thLhr & 0™ Flar,
Appa Eaheti Marnthe Mary,
Prraafuuders, Mypmrbas - 400027,

#5012 DA REDD

v fapharma. cam




JEPXIIIKCITYXEA
JAEPKABHA CIYXKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMH V XAPKIBCHKIN OBJACTI
Byn. I'pomansgrceka, 25, M, Xapkis, 61057, ren/gaxe: (057) 731-50-68,
e-mail: dls.kh@dis.gov.ua, https.//www.dls.gov.ua, Kox €JIPTIOY 36985153

BHCHOBOK
Npo SKiCTh BBe3eHOro B Y KpaiHy JikapchKore 3acoby

19.07.2024 Nt 37046/24/20

PAHITHIIH CBPO

{ualiMeHyBans TikapceKOro 3acoly arinno 3 peccrpanifinymM nocsinueHuaM)
Tab51eTKY, BKPHTI NTiBK0B0I0 060.10HK010, N0 150 mr no 10 raéaeTox y crpui;
] 1o 10 eTpumnis y KopoOuii 3 kaprony

(popma eunycky, nozynania, BuA MaKysana Aikapeskoro 3acofy)

Homep peecrpaniiinoro noceimienns UA/4335/01/01 ctpox nii peecrpauisinoro nocsimpuenns 01.01.2099

Cepix nikapcskoro sacoby Ne PR424004 KinskicTs BBeseHoro nikapeskoro sacoby 480 yi.
BrpoSimx Onix dapmaceiotuxan JlaGopatopis (Biaminemns dtpmu "Jix. B.
Kemikans enn Qapmacriotukans Jra."), Inais
(HafmMeHyBARHA BUPOOHNMKA Jikapenkoro 3acofy, kpailia noxoaKensa)
Baesero B Vkpainy TosapncTso 3 0Gmexerow0 Bixnosinananuicrio "Konapk Inrenmen',

inenr. wox: 25182226

(nafiMenybanus Ta koa 3a CIPTIOY wpnanynol ocobu abo npizsvwe, iM'a, no Gatuxoni dizmusiol
ocofu - nianpuemMug, i Micue npoxuBaxua Ta peccrpauifuuit 1zosep o6iKOROT KAPTKH NAATHHKE
noaaTkie abo cepis Ta 110MEP nacnopTa)

MpoToken BisyansHoro kontpoao Bix 21.06,.2024 M 627/0/01.21-24/2.

JlaGoparopant arania skocTi nikapeekoro 3acoby niticHeHuiM:

JlabopaTopis 3 KOHTPOMIO SKOCT MiKAPCHKHUX aaco6is TOB "MOBPOBYT-JIIKWUHAB" (M. Kuis,
nyn. Hoeropoa-Cisepcbxa, 6y2.3, HOKATIOBI npuMinenns 92)

(Haitvenypanns T2 MicLiesHaXomxerHR nafopaTopil, wo apopess
ﬁ;\ (‘ HOM B

37
3 ogrq;ffzo“z’ O,t,v;\_IUSS-24
1] lrg@geatpeﬁlmﬁhl uKkam# BiAMOBIARKOTD

11iti ananiz 2x0CTi)

/BBesero B Vkpainy 3

Anna HOUIKO

{nizauc) / (iniuiaim Ta npizanie)




" UNIOUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTIGALS LIMITED

600D PEOPLE
for 600D HEALTH
RANITRINE EURD | . Certilicate No.t |
PAHITHAHH €BPO | o Copradixar Na:

QUALITY CERTIFICATE } R_BATCH
 CEPTH®IKAT i[KOC Tl CEPH
Product nate; RAHITIDINE EURO.
Hassa npoyiuit: | PANITHIHH €BPO e L e
Jlinvapesxa Gopmat | Hlin-coated tablels Licenise Noss | G143
Pharmaceutical form: 'mﬁnm, BrpuTl LAINKOBOIO obononxoig | JH i WL,
Strength/potency:. | 1 tablét contning: Ranitidine Hydrochloride equ;vahmt t Ranitidmc 156 mg
Cuaa mi’;’awnmmm: 1 1 cpabBaorra mieTHTE: pauiTianuy rixpexnoprzy mcﬁina.z: eIrfo PARIFI Ny |
150 vix
_S_uu and type of | 10 tablets in.a smp, 10-strips in & cardbuard box Wtﬂl l'kramr.m m:d
[mckngmg' | English Janguages !abehng _
Poamip ta1un | no 10 vabierok ¥ ¢rpunii no 10 crpusis ¥ x&poﬁm iRa 2}

luly_ynamm' MANKYSaIan: urs.ga’i'ﬁcbﬁem i aumiiicwmn MoBamit e
b L$§§$$§f§§:_' waoe | L nf;ﬁﬁi"f..ii‘i‘i ﬂm‘?
Al e

Mauwuf{acturer; | Unigue Pharmaccntwal lmhuratorws {# division of J. 3. ¢! )

Pharmacenticals Lid, }, Piot No. 21&2!9 G.1.D. C., Industrﬁ! Area, P‘mmi -

_ 394 116, Dist. Pharych, India

‘BupoGuuis; | ¥0nic Gaphacsiormcan Jiabopatopis. {amm::cmm tpipam «,E{:au. B.

? -Kemixans eng Tapsacpiorakan Jra»), ,I[msmlm Ne215-219; ,.E{xri Al

Ci. [nnacrpiax Epm, TTanodi - 394 116, QMFB APYX, i‘slms L

Certificate of GMP wmphnn ¢e No.: B T T

Cegrondisear ninriouiitocyi HEH Ne: 09.6!20..,11’61\41’- _ J i .2?-‘1-1 3262-3
Analysis procedure results / - S

Peayauyara upoucaenns ananisy

CGPITBGLLEB
PARAMETERS / | ; LW i
HQI{ASHHH‘!{, i.l.lO <21 . ' ;
KOHT‘PQ.M{JIOTLCH LN
. Description: I' lm*t:dalcd 1%\ visualiy’ Cmm .
.-'appem-ance B JOKYMEHTIB plMC 1 Complies
1.Oniez - i opmmccm _prm' i 'rr'_m'r BOETRR Y 10‘ | miayatspo: S
fosnisiii surann | BEpWiE DiiBRODOK '1.-_ (o] | -.n..‘ii MK meae. _
2. Identification/ “A) RF of the pring _‘ .pot ¢ ) I N
dnenmudikeuin;. - | chromatogram of ilizest 5 /| USE, monGgraph: ©
' - | {Chromitograpkiic py i po 7 |*Ramifidive tablets™, Complies
RF of the principal spoNg s Elvomusogsin | method A, p2A MC
of the stéanidard solution: .
¥ Edlory: © Registered Otfice:. ) '- e Cérparate Dffice:
i umaumwmmzau » ¥ j  CIN; L24300MH1O7SHLCUT9380-
Plot 295165219, BIOC Indusixial Estate. Naelamc:emra’a‘wmﬂ'ﬂw : Cnaumpmmga,a‘nam
Wanoli- 394 176, Bhanch, Gujarat Hird Gyele Rosd, Worli, Mumbai ~ 460030, . Appo Sabih Matethe Marg,
S 912640 272 4727 784 /304 /783 /335 ¢ +01 222‘322222 ’ Pm&hadﬂlﬁumhil*@m N

L3 M-pamﬁ@:bphwmww . G 407 22 3495200/5500




UNII!UE PHARMACEUTICAL LABBHATDRIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

" CertificateNo.t |
Ceprudpinar Ni: |

A) Rf rom;muoz n.t;su.m rsa x,pmia"l m*pam :
Bunpolysaore possHiry (Year , CLUA Moorpadisg

Xporarorpadifams unerors) sianosinae RY. | «Panbrsummy Binnosifae
rcmanum rmma na xpnuamrpam TRZTEHY, METGE A
YE0. e H2A MK
USB;:mbnbwh'

“Ranitidinic tables”, |  ‘Complies
prmc]pn} paak in lhe chrernmegram ofthe -method B p2B MC

| standard sclution (Assay).

-B)Mac yl:?lIM}'B&HHﬁ TOROBHOND muy” Ha: | BE.PX -
XPOMATOrpa sunpolyasHaro pestny P, CIHA, mmmpadzml; N .
signorinng vacy y-rpm) BEHIBE PONGBIIOTO aPagieentn ‘Bignozinae
11Ky Ha XpoMaTorpamMi cranzapritory “rabneTiaan, meTon B

| poswiny (Kiikkicne susnaneiis). { .26 MK _

€] Filtrate mests the requirenents of chiloride | chigride test USP,

" test PRaniliding giblets Comiplics

maﬂngraph, wethod

B) Dinbrpar | slanoBlaIE  BMMOFAAS { TECT)
EHAPDOY RIS 1A XA0pUR '

. { _ ) _ «Paironns Bumosiage
' 1'[‘351211{“.\3, seton ©
T.Ave : bty | 270 mg 5% . p x[]c o | iy 'w
for :aommecs) N e 7 . 26312 mg
3. Copeus y | 270mra5%
BM——‘“%_M ¥ 2 _ 263,19 wr
(ua 29 Taﬁneﬁaxj & . .
: ity of dnsags | For 10 tablets the acceptance value (AV) USP<908>,
muies | should héless of équal o 15; for 30 tabletg they niass variation o
{lor 1O +20 tabletsy gceptance value (AV) shoal bid ioss or ggual | method, ’ 36
1o 13, and the gontent of rinitidine in a tablet | pAMC
i notlessO?SMandnotmOreIESM _ xom

4, Omioptanicrs. ,El,nﬂ 1(513611&0& n pnmmr.ue Heno AV

gngumuu X oaupnus (na ' ]

H0+20) mﬁﬂemaﬁ 3,6

M

L X me aagmmwmee _ ] .
O L2ATOMIHTIZEPLET TS0 "IN LZ4220MHTY 76104119980 ) CIN: Lz-mcrumwﬁﬁ.::mesao
Plot 275 te 215 BDC industrial Estaie Ngtam.Cantre, 8 Wing, 4" Floey, Gnsvgy IT Par, Unit A 8 Floor,
Pirioli - 394 118, Bhanich, Sujaest:. Hind-Bycle Roadl, Work, Mumbal - 400030, Appa Sgheb Maratha Marg, .«

o0 TEAE Q70 UTE ) VRA/ J04/188 1 335 L +01°27 24B 33707 ] Prabiyadeyi, Mumbai ~ 400025,

&, jbopd pandli@ibpharme: tom ) L #9127 P4I0500075500




UNI&UE PHARMACEUTICAL LABHBATOHIES

A Bivision of J. B. CHEMICALS & PHARMACEUTEGALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH.
RANITIDINE EURG: . Ceetiffeats Mo
PAHI'HU]HIL“?O Cep'rnﬂnm'r \B:
Al !e&st 80‘% (Q) of’ lhe ranitiding Tabelied USP monogmph o
content-should dissolve 1n 45 min. “Ranitidine tableis”, 95 %
' p.5 MO
5, Poygiiiienns. 'He metiuie 0% (Q) ain-3a3auenoroe 4a; GLUIA, Rorotpsdial
- CTHRETH] BMICTY: PANTFIIHIEY M3E. “wPaikrHamIL 6%
R | poaunHuTiics 2845 1u. THOeTRHY, 0:5 MK
6, Chromatograplile "No secondury spot in the chromatogram of“ T.C
puriy: -west solution has an intensity greater than | USP, monograph,
¥ | intensity-of &wst in the-chromatogeam of | “Ranitidine tableis™,
| the standacd solution A (0.5 %) no other- | p. 6MC
:_secondary spot has an intensity greater than Comblies
| the inteusity ofthe spat in the chiomatogram v
of the standard sotution B (0.3 %)
Total intensity of all seécondary spots i the
1 anconistogram- of the test solution is not mot€ |
thii 2.0'%.
KOnHa BTOPHHEA BANMA. HY XPOMITOrpaMi
PHNPGTY BAROTO POSUMHY HE: MAC. CiiA, Mauorpmbm
| PHTeHCHIIHCTE Binnine, HEC AN CCHCHRHIETY «Panimann
AN - xpomazm"pam CTAAAPTHOrD rabIeTkin,
0:3%); woing iy BTOpHILA .6 MIC
- AR I WAk TrencieiicTs Biavue, nik Bianosinae
THTCHCHBILICTD WJIANGE ity XpoMaToTpami | '
CranapTero posyiniy B {0.3%). ' _
Cymipha IFEHCHEHICTS GCIX BTOPHIITIX
| [i1%8 HA XPOMATOrPaME i1 poSyBandrd
| .| popiuay - ueGinbine 2.0%.
7. Assay: ranitidine At re:lqase
- 98.7%
14811 mgtab
. Qe 35« ~ 165, 0 m_y‘idh
T Kiugidcne MG AN G
BHZUANCHR: 95.0 % - 105,87
PHHITHIHH, e, 0K 132,50 1575 GMG:
' e
90.0 %A 4 A &%Blﬂ SAIRTICHD
¥ Factory: _ glaterets G ¥ cmmcmom
-c_i_r{:f-w;asommsﬁmwam qnit,wgwmwsﬂcomw CIN: L24300MH1976PL (919580
‘POEIE th 210, GIDC Industist Betate. Maafain Dentre, B Winig, 47 FIoSH, Lrdegy IT Park;, Unit A, 8% Eier,

Appa Saheb Warathe Mang;

. Prebhaded Mimb - 200025
&, HHT.22 2439520075500

Panali- 394 11& Bhenuch, Sujarat: Hind Gycle Road, Worli, Mumbai - 406030, .
L 012646272 472 1 T84 1304 FTR3 £ 335 % +91 2334827022
& chﬂmmlf@bmﬁma oM i




" UNIQUE PHAHMACEUTICAI. LABBRATBHIES

A Division-olJ, B. CH EMICALS & PHARMACEUTfCALS LIMITED

600D PEOPLE
forgoop HEALTH
| RANITIDINE EURO | " Certificate Noiz |
PAHITHAHH €BPO _Ceprudixar Nos |*
'Ilu.{_b:z ‘harmonized method
count {TAMC} Aetmere than g Comiplies
2‘;" O‘Yuh;]é;md )f?aﬁl‘-'ﬂ not more: thae 100 CrLvg : LComplies
£ goli _ _ _
sbsencsia L g T O e ..
_ 3am.r| uHA KinsRICTR i Ginswe 1060 KYOQ/r TG Rinoninae
-acpeﬁnux Barrepiit : n.8 MK
) I“AMCZJ
(I'YMC) ap ne Gineuie 100 KYO/ir ] _ Bixnipeinge:
E. ¢oii (i
_ b eol » siacyTe T . _ Birnonisac
'  Labetling: | Should carr&ﬁpoud to the: rf:glslcrm fabelling: I "'Complfeﬁ
Mupiysannay | TlovnHg dinnosiazr JapercTpouaHbaly Mapikypaimio, e Ba..:nouwae; B
Puckaging: | Shoukl gorrespand tothe requirements of MQC. e i
Naxyvannn: | MNoskino sianosinzri shsoran ML

f frereby t:erfu!}r rg‘m’ Tl '.:rbﬂve mfmft‘m wwtﬂrmr?c aml :zcmmre. This bareﬂ a_ff pmduer Jms becz: mannf:mmd

'f‘ MP réqﬂﬁr@mems q{ tie !qml Rq,m!aton' Aurhomy zmd thﬁ r!:e spec{ﬁmftm availeb :
!’mzm;fs Qf bntefr pm*es:ﬂng, pacﬁa‘gin;; amt m{pﬂs recards were mvicwad und faund’ o be ;

9 Favions ¥ Registersd Office; ¥ Corporsite Office:.

CIN; L24390KH1$76PLGOTO580 CIR: L4 300MINITORLC01 9380 CHEL2A350MHTST6RLEGTHIB0
9Rfli1 §15 219, DT incustrial Extate NaetarvCeiire, B Wing, 4% Figor. N “Criargy T Park, Uit A 8" Floor,
Paeok- 394 116, Bhasuch, Gujacat, Hind £yche. R : . Appa Saheb Matathe Mam,
3 m 2046 272472/ T84 IS LTBATISS L AL " Prebhadavi, Mumbdi = 400025,
< }bcplpano&@bﬂ\am&am L 9§ 22 24505200/5500
T




UmﬂUE PHARMACEUTICAI. I.ABORATGRIES

A Dmman Of J. B, CHEMICALS & PHARMACEUTIGALE: LIMITED

 Certificate Noi: |-

st a Jacsidu;w, I REAeSHd Be Imﬁommum £ t)mnwdwrram mi moviens, Lo c’epw HPUBYRIT i ﬁum
wupofzene {m,. S AKYBGT LB MIPRY eamm) B NPOOEOSIT SOy I? AKGCHE 1 GUIMETaTHONENTH
dicrpteunt y noosi ¢id nwfd;wemg ooz GMP, ecmanoerenisdile MCResuM pecyasmopuil Op2ao, & maKoe
s:dmm’&ﬂa f.la c:rmqmp;mmm 1o MECIHURTLCA. ¢ pere nmm{umw: y dam Hpﬂmma;m areMJ:uumn, eraysg-um-
: L 3

Nsm and positipn.of perso:n res(mns;blf Tor the :malysns. M, AP SHAH
Fipiysinie 1o niocann ocobi, o sianosinac 3 alioal: [ A, 1, Whax
General Manager — QC
L . . : . I{cpiumm Ki—f .
Sigmature of person respousible for sunlysis:
fliaime ocoBi, o clinosizae 1 awaniz: | Q—,

Nameéand posilion of person mapons:hlc for bateh relenses [ Hasmokh: Jaysmh Arya

[ﬁ‘}mﬂ!e TH “U‘L&}la Ueuﬁu. O I}I.&ﬂﬂﬂiﬂ-h q.ﬂ Bﬂﬂ)'cﬂ TENEEL ‘{ JCM}’& Mﬁ“un Ap#: .

1 Assist. Manager-Quality Assnrancn

- | Aeuner, 3aGesncueinis gkl Mo :a;.pu

qlgra ity re of pcracﬂ mspons"blc fur-basch :'Llcaw.
_Tliuc. u«%u, o mmminac 38 RRNYCK Cepity |

R Pate-of: srgna:nre-
Datd pipnscanning

9 Factory: - @ Registered Office:

‘CIN: L24390MBIS76PLCO1 9360 Cil: L24300MHTO7EPLEOTISH0 CIN: L24390MHIG76PLODIIZB0
Pt 2510219, 00 Indusirial Estons Neetain Cenitre, '8 Witig, 47 Flous, CriergyIT Park, \nit A, 8 Flost,
Panah - 394 118, Bhanch; Gujarst, Hind Twste Reisd, Work, Muribet - 400043, Appo Sahely Mamthe Marm,

L OWRL2B46 277 4727 7RA 1304 7783/ 335§ +91 2224820022 Prabldavi Musbist < 400025,

@ jbcpd. panclifiibphafma.com L 9100 24395700/5500




" UNIQUE PHARMACEUTICAL LABURATORIES

A DIVISIOH ofd. B: CHEMICALS & PHARMACEUTICALS LIMITED

_GOOD PEOPLE.
_for 00D HEALTH
~ Certificate No.: Page 1 of 3
Cepriudinar No: IOFPZ“OMGIH ' |'Cropinka 1 33
QUALITY CERTIFICATE FOR BATCH '
CEPTPI(DIKAT SIICOCTI CEPIT

Product name:
Haspa npoayiii:

RANITIDINE EURO
PAHITHIWH GBPO

film-coatéd tal License No.:

Jirapenka Gopwa: , f ldse
Pharmaceutical form: | rabaersy, srpnTi. u.munoaom ofianokole Jinenzis Ne: | ™
Strength/potency: | 1 tablet contains: Ranitidine Mydrochloride equivalent to Ranitidine 150 mg
Cuna pil/axcrnpuiers: | 1 rabaerca MicTirrn: panimuamiy riapoxaopuay CKBiBATCHTIO pANETHAIY
. 150 mr '
Size and type of | 10 tablets in a smp' 1¢ strips in a cardboard box with Ukr'umau and
packaging: | English languages labeling
Posmip Ta Tim | no 10 rabnerow y crpini; 1o 10 erpanis y kopoGii 3 kaprony
WAKYRANNAE | MAPKYRAIIISIM VICPATICHROID 1 AR CHROIO MORAMI

Batch No.t | 5 i inne Batch size: | o “boxes
‘Cepin Ne: 1?21_‘14240'06 - Poamip cepii’ 19440 | kOpoGoK.
Pate of manufacture: | oo 00 ° ' ' Expiry date: | oo
Hara gupoGanirsa: 07/?”02’4 ‘ L. Tepatit npnaarHoctii 06/2027 _
Registration certificato: [N ' Unlimited from: | oo ooy
Péecipaiiiie woesiuenna;  UAmaasA1N] . Heabyemeno 3: 0543 2017

Manufacturer: | Unique Pharmaceutical Ldb()l‘dl()l ics (n dlwsmu of J.B. C Iumuah &
Pharmnéeuticals Litd.), Plot No. 215-219, G.LD.C., Industrial Area, Panoli -
394 116, Dist. Bhiarich, India. )

Bupobnu;: | Fmix d)apMﬂm,mﬂman Jlaﬁop.nropxs (signiacins - Gipyn <k, B

i Kemixans et Oapmachiorneans JIva.»), }Immma Ne 215-219, ,Zl',mu Al 111
Ci. Iup;acrpm.u .'Epia, Mauoui -~ 394 116, okpyr Bxapyx, Tuais

Lertnhcute of GMP complmnce Noa dated: 5 % Kk 4
Ceéprudikar sianosiynocri HBII Ne: 096/2023/GMP Bin: 2'/"'"‘[ l"2023
Analysis prou.duru results /
PeayihTiaTn npoBeaclifin ana fu,s_y
CONTROLLED . o, ; ) 2, .TESTED :
- . ACCEPTABLE LIMITS/ ' ACCORDING TO/ RESUL 15/
: .. JORyCTHMI HOPMH TECTYETHCA | PE3IYALTATH
KOHTPOJHOIOTBCS! il - ITIAHO | ]
_l_._n_cs‘cri.pti‘m_\_ orange, round, biconvex, film-coated tablets. visunilz' ‘ Comypties
appearance ) p.l MC ) ]
1,0nues " | opaikesi, kKpyrii, ABodiyion ratnery, BisyasILHo Biqnou‘in'acv '
JoBBiUitiN BIERan | BikpH i TthiBKOBOIO OBONTHIKON), : b MK e
2. identification/. A) Rf of the-principal spot in the: TLC
Luewvidianise; chromatogram of the:test solution USP, monograph :
- . (Chromatographic purity test) correspondsto | “Ranitidine tablets™, Complits
Rf ofthe principal spot in tie chramatogram | method A, p.2A MC
‘of tlie:standaid solution, _
9. Factory @ Registered Office: 9 Gorporate Office:
CIN; |24aanH1a7aPLcamau CIN: L24390MH167GRLEGTE380 . CIN; L24390MH1976PLC071 9380 7
Plat 21510219, Gch industrial Estate Neglam Cevitre, ‘B ng' ¥ Floar, Cnergy IT Park, Unit A, 8° Flaor, !'I* l‘?{\\
Panoli -'394 716, Bharuch, Gujarat,. “Hinct Cycle Road, Worll, Mumbial ~*400030, - Appa Saheb Marathe Marg, ,” * 83
L 4312646 272472/ 784 /3041783 / 335 | 912220822222 Prabhodevi, Mumibai ~ 400025, Wy 1

@ Jbepl.panali@jbpharma,corn L +91.22 24395200/5500

YkpaiHa micTo Xapkia

( LT3 CEPTUGIKATIB]
TOB “KOHAPK IHTEJIMEL"
Ne25182226




'GOOD PEOPLE.
_for GOOD HEALTH.
RANITID]NE EURO Certificate No.: | .. . Page2of 5
[ € Cepmdmm No' I'OEPMDOZGI" CTr:dl‘ii"Hka 2 315
S _ "TESTED
ACCEPTABLL LIMITS/ M 'ACCORDING TO? RESULTSI
J'lOIlYCT UmlI HOPMHU TECTYETLCS PE3YJABTATH
'ICOHTPOJDOIOT!:LR ' 3LIHO
'A) Rf ronomxox lUlﬂMH a xpmn PN TUIX ;
sunpoﬁvuduom posumuv (m_r D.CILA, monarpabin- _
Xpnma"rordeJl'ma nueToT 4) pianopinae Rf dPaniTHIItH Bianowizae
| FONOBHOT TUISMY HA KPOMATOrpaMi TabiierKun, METOL A
CrAlAPTHORG poauliy:. m.2A MK
B) The rejention timo.of the pringipal peak in | HPLC
the chromatogm of lhe test solution USP, monograph
corresponds to-the-retention time of'the- “Ranitidine tablets”, Complies
principal peak.in the chromalog,mm of'the method B'p.2B MC :
standard soluuon (Assay) , .
B) Yac ylpnmynmnm FONOBIDIO.THKY 1A BEPX
xpomaTorpamx BUNPBEYBAIOTO POIHHILY @.CUIA, mosorpadia
pianoniaae any yrpR YBAHHA FOAOBHOIO «Panlnaun Bixnosinac
miky na xpoMarorpami crandapriroro TabAETKIY, MeToi B
posumty (KinLxicfe Hiishasiens), .25 MK
C) Filtrate meets the requirements ofuhlowdc chloride test USP,
test . : *Ranitidine tablets” Complies
monograph, method pres
, Cp.2CMC
B) . dinerpar Bianosiaag  nuvoram, |“rect na Xnopua
BUUPOOYREHILT HA XNOPILL O.CLUA, moHorpadis .
- o N «RaniThung ' Bijinosinue
Tadnerin, meton C
n.2B3 MK :
3, Average tablets weight 2’1Dmg k5% BP, XII C A EA R
for 20 tablets) . n.3 MC ]
3. Cepena maca 270.mr = 5% Beb, X1I C o
radaerow , 3 MK 264,58 mr
 (va.20 TaBiioTKax) - o B _ . . :
4. Uniformity of dosage | Por.10.1ablets the aceeptance value (AV) USP <905>,
units T shouild be less orequal to 15; for 30 tablets the| mass variation
(for 10-+:20 tiablets) acceptance value.(AV):should be 1ess or equal | method, 3.0
to 15, and iHe'gontent of Fanitidine in atablet | p.4 MC
1 not less 0.75 M and niot move 1.25M.
4. Oanopiguiern Taa 10 raGrerok nprfimanshe wweno (AV) | ©.CLIA <905>,
gozoBannx onapmug, (e | Mae Sy sieniiie aGo mapistioe 15, 30 | pospaxyikosos
10 +720 TaGnerxar) TabneTox npuitmansuesincno (AV) yae Gyru | paroonii mera, 3.0
- Mente afo Jmpmmoc 15, a pmicT pagitiiany | 1.4 MIKC ?
B raGneru) e Menwe 0,75 M i s Binvwe 1,25
M:

UNIQUE PHARMACEUTICAL LABORATORIES

ADivislon of J. B. GHEMICALS & PHARMACEUTICALS LIMITED

¢ Factory:

¢ Ragistarad’ Ofﬁce

§ Corporats Office;

_GIN: L24339MH1976PLCO19380
Cngrgy IT Park, Unit A, 8 Floor,
Appa Saheb Maruthe Marg, *
Prabhatevi, Mumbai - 430025,

4 #9122 2.43952004550P s
YkpaiHa mic1o <ig

/-‘ TUD|

\"" /7 ] 708 "KOHAPK IHTEAMED"
Ne25182226

CIN: L3A330MH1 976PLCO‘I 9380

Plot 215 t0 219, GIDC InYustrial Esfate Nealan Centre, B Wing; 4% Fioor,

‘Panoli- 394 116, Bharuch; Gujarar: = . Hind Cycle Road, Wc'rﬂ' Wuiioal--400030,
4912646 272472,/ 784 / 304 /783 / 335 . +9Y 224322222 )

@ Jbept panall@]hplwma com

CIN: 1L24390MH1576PLCO15380

vww._jbpha‘nnu.com




UNIOUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMIGALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE.
_for GOOD HEALTH'
RANITIDIJNE ELRO Certificate No.: e L Pagedofs
I’AHITIIIJH/IH €BPO Cepriupicar Ne: 10FP24002615 1.C*rophiku._3 35
e 'NTROLLED'}Z v ' ' TEbTED ‘
: AC PTA.BLE Lerrsr ACCORDING'::TO/ _RI:SULTS/
11,_ ycmml HOPMH ' hCA | PESYILTATH
3FIAHO '
5. Disso]unon, Al l\.dbl 80% (Q) offthe. ramudxm ldb alied USP, monograph
| confent shatld: dissolve in. 45 min. “Ranitiding tablets™, 94 %
p.3 MC :
5. Popuiineingy, He s¢inire. BOV:"(Q) BLIL 3UBHALCHOTO Ha O.CLIA, ssonorpadis
' eTHReTUT BIIGTY: panitianiy Mac «Panituan 94 %
PO3UHHWTHCA' H4AS XB, TaGneticuy, n.5 MK
6. Chromatographic No sceondary spot inn the chromatogram of | TLC
purity test solution has an intensity greater than | USP, monagraph,
intensity ol‘t_h_ spot in the chromatogram of | “Ranitidine tablets”,
the standard sofution A (0.5%); no other | p. 6 MC
~secondary spet hag an intensity geeater than ; .
the ir-ten_zily ofthespot in the chromatogram. . Sompliey
of ihe standard solution-B-{(0.3-%).
“Total intensity of d}l ‘Secondary spots. i the
chromatograrm afihe test solution is not rore
, thin 2.0-%. .
-6. Xpomatorpadiung MKowta BTOpHILE NAME 1A XPOMATO!PaMi CTLLIX
HUCTOTA - BUNPODYBANOTO PO3HIILY HE MUE ‘. CLUA, mouorpadis
icHenmiicry Gingine; tis inencHBRiCTY «Panirnanit
NIAMITIA XPOMATOrPAMI CTAHAAPTHONO TadNe KIS,
-posunny A (0:5%): wonia, inma wropuilin .6 MK
. ENAMA HE Mag IHTeHcHBHICTL Glarbwe, Xk : Bignosinac
HICHENBII O TUIIMK, N2 XpaMarorpami
‘crannaprioro posaniy b {0.3%).
Cymapua itfrenietisiticrs Beix nropinmiy
NAAM A XPOMATOpami BHNpoGysanoro
. posuHRy - e Biftbius 2.0%.
7. Assay: ranitidine Al release:
'95 0 % — 105.0°% of the label claim, o
. 142.5 - 157__5 mg/tab. C1023%
| -f'm -shelf life: ' 153.42 mg/tab
90.0 % = 110,0 % of “the label claim, N
3.6, 135.0 — G‘Umg/lib ’
7. Kinuisicre | Ha siosreum aumpery;
BUInaveHIia: 95.0 % - 105.0 % i :m:emtlworo na 1623 %
pauiTIIII | evikerui, ToG 10 142.5 ~ 157.5 mivab. _ ]53“{2"’ /06
153,42 mr/ia6
Ilpomazoar mepatizy. npu()amnnmu
90.0'% - 1100 % Bin apsnaueraro ua ’
erarerui, Tobro 135.0 - 165.0 mr/ral |

Q. Corporale Qffices

. CIN lZdHQUMH1 976PLC019;§80
. Cnargy 1 Park, Unit A, 8" Floor,
.Appa Seheb Marathe Ma:ig,

© Ragistered Office:
CIN: L24390MH1976FLC019$80
Naelara Centra, "B Wing, 4" Float,
Hing Cycle Road; Worll, Munbia ~ 400036, -

¥ Factory: - ‘
CIN: L24390MH1976PLCD19.180
Plot- 215 to 219 , GIDC Industrial Estate
Pariall -394 116, Bharuch, Gujarat.

4012646 272 4731 784 / 3047783 /835 L 491 2224922092 - Prabhadevi, Muritbéi .
@ Jbepl panoli@jbpharma.con . L 91 22 24395200755 Ykpai werwBharma.com
. zp [ a0 CEXRVDIKATIB]
. o oAl M ZaTNY) I'rr-ru:m..‘

Ne25182226




-~ UNMQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

N
*GOOD PEOPLE
_for GOOD HEALTH
“RANITIDINE EURO | T T Ceriiteato Mot | e« | Paged ofd
PAHITHIVH €BPO -_ i Ceprugikar Ne; 10KF 24Q02.§1: - |:Cropinka 43 §
"8 Mieroblological ' ' BB, XVI D,
purity. ' harmanized method
Total aerobit microbial not more ithan 1000 CRUY p. 8 MC © Compli
count (TAMC) & ompiles
Moulds.and yeasts, e e ot ’
(I'YM : ) € ye fiot more thaiy TO0 CFU/g Complies
E.cali , _
, absencein lg Camplies
8. MixpoGionoriung v ' o B, XVID,
uHcToTa, i FAPMOHIa0BAH i
Soransna Kinsxictb e Giiipue 1000 KYQA . b Reenll Bixnoinae
acpobryx-Bakrepili n.§ MK
(TAMC)
pudH Ta Apiikiki N rp— _ ]
(TYMC) e Ginsie. 100 KYO/r Binnosizag
E. coli : N e
BimoytHa B lr . _ Binnosijae
Labelling: | :Should correspond:to the registered labelling. Complies
Mapkyeatis: | TloBimino BiANOBIAATH 3apeccTPOBAIOMY. MAPKY BARINO. Bianosinae
" Packaging: | Should correspond ioithe requirements of MQC. Complies
Naxysaung:. | TlosuH1o BinOBIAETH BlMoram MKSL Bianosinac

! rereby:certify that the above infornration is authentic and acearate. This batch of product has been manufuctured,
including packaging/labelling and quality-control unalysis, at the above nentioned sitein Sull compliairce with the
GMP requirements of the local Regulaiory Asethority and with the specificativn avallaple in registration dossier,
Protocols of butch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. Lhereby confirm that. all productioin stages forthis butel of finished product yweve carried.autin full compliance
with the requirements specified in the currenit GMP galdefines approved by the Ministry of Heaith of Ukraine.

9 Factory: ' 9 Regiglered Office; ¥ Corporate Office:

CIN: L24390MH1976PLEOT9I380 CIN: L24380MH1076PLE019860 CIN: L24390MHT976PLC019380
Plot 215 to 219, GIDG industrial Estate Neelam Cenire,'6’ Wing; 4" Floor, Chnergy IT Pack, Unit-A, 8" Floor,
Panall- 394 116, Bharuch, Gujeral; ) Hind Cysle Road, worll, Miribal =:400030, Appa Saheb Marathe Marg,
4912646272 472/ 704/ 404 F783 1335 ¢ 491 22 24822222 Prabhadevi, Murnbat - 400625, , ‘
@ Jocpl.panali@jbpharma.cem , ¢ 497 22 24395200/5500 www.jbpharma.com

icTo Xapxia
VICDIKAUE

TOB "KOHAPK IHTENTMEL"
Ne25182226
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UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS. & PHARMAGEUTICALS LIMITED

_ GOOD PEOPLE

_for GDOD HEALTH
RANITIDINE EURO Certificate No.t | oo o Page S of 5
PAHITMJIJ?IH EBPO CepTadiraT Ne: 107124002915 Cmpmxa 53 45‘

Lus n'sacgioupio, wo nusedend sunie inglopranin ¢ docmosiprow ma tounoto. Lo cepiio npodyxyil Gyao
aupobaeno (ewuourmmu nua‘vdrum,‘l/umpmmaulm) MGt BPOGENEI KONmMpoXNs i¥ #rocmi ita auuge.::uuurlaﬂm
Oizreruyl.y nogulii sidnogionocmi 3 sumdzam TMP, GCHHHI00, 103 HAN ulcueamu peeyAmopinu apz(m(mr, 1 mitRoe
sidnaeiono do Lnemujur\m{iu wo ,numumbaﬂ ¢ pet:cmpmumw.uv docue, Hpomm.(mu GUPOBINLIRLY, NARPGaTILA
ng ananizie Gyno nepeznstymoy - ma ecmunoseny gidnosionicims GMP, Ilu W RIQMEEPONILYIQ, 10 dct aupoénuw
cmadii onn yiei cepit 20mosol apodYKNil Bynu golienend ¢ noenii eidnosidnocmi 3 6UMGZANY, JA3NAMERUMI
qunnil aemanogi 3 GMP, .mmm.po.meniu Mintcmepcrmgoat oxoponts 300pos’s Yepain,

[

Nanie-and position of person responsilile for the analy Siss
Fipismipie va nocama 0codu, uo sinnosinae 3n meaii:

Mr. A.P. SHAH

‘A, I, Wax

General Manager — QC.

Kepinnurk - €3]

Signature of person responsible for analysis:
Migrrie ocofu, wo BINOEHEE 34 Ananis:

g

Name and position of person responsible foy bateh reléase:
pitssge T3 nocax 0codn, 10 BITNOBIAAE 34 BIMYCK ¢epil:

Hasmukh Jaysinh Arya
Xaemywe Toxadiciu Aps

Assist. Manager Quality Assur.mw
Acuer, 3adesneucHus aROCTI Meneamepa

0a)
Sngnnture of person rcsponslb!e‘ or batéh release:
melc ocoﬁu, 0. uumuumac 30 BUAYEKR ¢epilt ;
i Date of signature; ‘55 IWW

Java nbicanes:

‘9 Factory:

9 Registered Offica:

9 Corporate Office;

Cink: L24390MH19 76PLCG1838D
Plot 21 510219, GIDG tndustrial Esfate
Paniol)- 394 116, Bharygh, -Gajarat.

‘CIN; L2439CMH1276PLEDT9380:
Neolam Cantre, 'B" WIng,4 Flagy

‘Hind Cycle Road, Wotli. Mumbal 400030,

L +91°2646 272 4727841304 /183 /335 L 4919224822227

@ jbepl.panoli@ftpharms.com:

.Appi.Ssheb-Marathe Marp,

. 91 22.24395200/6500

CIN: L 24300MH1975PLCOTSR0Y
Chergy IT Park, Unit A, 8° Flaar,

Prabhiatevi, Mumbai ~ 400025,

YkpaiHa Wk

W* ‘9\‘\ Q 1
0‘* s%‘fb

(=5
£ 3
-y f
v,

K TOB “KOHAPK IHTENMER"
Ne25182226




JEPIIKCITYXBA
JEPXABHA CHYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMM Y XAPKIBCBKIA OBJIACTI
By, [povazasceka, 25, M. Xapkis, 61057, vei/dare (057) 731 50 68.

BUCHOBOK
Npo AKICTHL BBE3eHOro B YKpaiHy Jikapcbkoro 3acoly

10.10.2024 Ne 52802/24/20

PAHITHAWH €BPO

_ (rafiMenyRanig AikapCukoro 3acoly 31iiso 3 pecerpauiBiny a0csiz ey
TaGIeTKY, BKPHUTI MJIBKOBO10 000J10HKO0, 110 150 Mr no 10 Tabaeror y ¢rpuni; no 10 crpunin
y Kopobui 3 kaprouy

((hopMa BrAYCKY, SOI¥BANIUA, BHI HAKYBAIMIN TKAPCLROTO Jacodyy
Homep peectpauitinoro nocsiavents UA/4335/01/01 crpor i peccrpauifinoro nocsiauckna 01.01.2099
Cepis mixapcskoro saco6y Ne PR424006 KiabKicTh BBCIEHOTO Nikapebkory sacody 300 yiu.

I0Ouik ®apmacerorakai Jlabopatopis (Binsiiicans dipmu "Ik b,

BupafHuk X N ;
. Kemikans enn @apmaceiorvkans Jiva."), Inis
(1aiMenyRarnis BUPOGITHEG (iKapcLKkorn 3acofy. Kpaina noxoLweHa)
Baeaero 8 Yipaiiy Tosapucrno 3 o0Mexenoto BinnoritaasnicTio ' Konapi lateamen''.
: inewr. woa: 25182226

(taiimenysanms 1a €02 3a C/APTIOY Kipr o7 0coBu ado apisweme. is's. no Satukani giveariol
0COH - miAnpHCMI, T MICUE IPOIKHNAII il PECCTPLITIIHE HOMED ODAIRABOT KAPTKIE NTaTHHKA
. noaarkin abo copist ra HoMep paLnopTa)

Tporokon Bisyansroro kontponio sin 30,08.2024 N 914/0/01.21-24/7.

|
JlaBopaTopRuilaHanis AKOCTi NiKAaPCbKOrQ 44Co0Y 3AHCHCH MM,

Jla6oparopis hapmakomnesinoro ananizy JAIT"Ykpaincsknii naykosni gapsakonchumi nenrp
SKOCT] Nikapehkux 3acoBiB” (m.Xapkis, By, Acrponomiuna, 33)

(HaPMeIyBaHHS T2 MiCUE3TAX0IKCHHS AAB0NaTaPIL, 1110 NPOBSHL NABOPATOPIK a3 AKOCH )

BUCHOBOK LOKC AKOCT] JIKAPEbKOro 3acoby, BUmanmi naGoparopieio sin 07.10.2024 No 834/80724

Pe3ynbTaTH Nad0paTOPHOro aHAMI3Y AKOCTI NiKapehbKoro 3acady 3a NepeBipeHHMA NOKAIHHKAMH BignoBia0TEH
BIMOraM METOIB KOHTPOMIO HKOCTI (aHAIITHYHO-HOPMATHBHOT HOKYMEHTauUii).

3a pesyabraTaMH  ACPKABHONQ  KOHTPOMO  BCTAHOBICHO. 1D Jikapenkni 3acid wBeieHo  no YkpaiHy 3

AOTPUMAHHAM BHMOr 3aK0HO040CTHA WOA0 sabe3neyes SIKOCTI JKAPCHKUX 1aCOTIR.
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