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JUHIIOP-25
(Rafinerysanns nikapenkoro 3acoBy 3TN0 3 pecerpaniiinig ITOCBLLYCIHAM)
Tabaeriy 1o 25 mr; no 10 tabieror B Guaicrepi, o 3 Gaicrepu B ynakonui 3 KADTOHY
{bopma suuyery, posysanng, wiy HAKYBURRS SFRAPCLROTO 3ac0ly) )

Hoxep pecerpaiiinora noceinenng UA/16700/01/01 CTROK AT peectpanifinoro nocriavenns 1 1,05.2024
Cepin aikapenkoro sacoty Ne JLWO2201 1 KizbkicTs BBescoro sikapenkoro sacaby 3727

Brpobx [nxa JTaboparopis JItn., Inais
(naftmenysaiu pHpoGHIKa Aikapeskoro sacoby, kpaiia HHOXOJIKEI T3

Baeacno o Yipainy Tosapucrso 3 06Mekeno Binroninanbiricro "EITIK @A PMVIAT,
Leur. woj: 36677807
(Haftmenyranag 14 K04 3a CAPTIOY wopuaninot acodi ato NPIBEHLLC, IM'S, 0 BaTLrON] PO
0colm - manprenus, i1 aicie NpoRTEBANY 14 peecipaniiivii osep oBaikoROT KaprEy HARTTII
NoJATKIB 10 cepis Ta HoMep NUCHOPTA)

Hporowoa sisyansuoroe konrpono six 06.11.2023 M 3514/10.
Huboparopruil ananis wkocri HIKAPERKOIO 3ac08y 31iHicHenmit:

JUT "Uerrrpanbua naboparopis 3 awaniay saxocti FUKAPCHIHX 34COBIB | MCAMYHOT nposyKii™
(MKnis, Bys, Kyapasceska 10r M.Kui, syt Kyapspeska 8B Kuiscbia obmactn, ¢. Hovi Terpian,
ryi. Isana dpanka, 19)

(RaiiMenyBanig Ta MiciesnaxojuReH iy #aBopaTopii, wo uporcia naboparopuuii ananis sxocti)

Bricnosox oo tkoceti nikapenkoro sacoby, sunanmit naGoparopicio six 05.04.2024 No 0669

Pegynnrary Jlaboparopnoro AHANIZY sticoeTi nikapeLroro 3ac00Y 32 HCPEBIPSITHMH [IOKAITHKANMH BIANOBINAI0TS
BHMOTAM METOJIN KOHTPOIITG aKoCT! (AaHaNITHYHO-ROPMATHEHOT JOKYMeH TaLiT),

3a pevabrarany aepaasnoro KORTPOIKO  BCTanmomsieHo, wo  aikapebkiil  saci6  Beeseno Yrpamy 3

ROTRUMAHIAM sumor JBKOMOUABCTRA 1040 3aBesric et Ko JUKAPCHRITX 3ac06ig,
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epexnan 3 anrnifichkol Moy na YKPaIHCEKY MoBY
ITYICA
BYLUI AKOCTI
CEPTH®IKAT SIKOCTI
! Hafimenysarua npogywuil: IWXIOR. 25, vabnetiv no 25mr, Nell (3X10), = Bnicrepax i
i (Kox(ssa Tabnerka MicThTL xrogranigony 25 mr)
Mapris No JEW022011 Pecorpauilinui No. FT22966
O6ear napril 120000 rabneTo Oara 28.12.2022
|flava BuroToBNREHAs Nucronan, 2022 . |Peccrpanisnne noce sinuerna No,  TUA/16700/01/01

Oera saKinuerns TEpMiHY
npuparuocTi

>oaTeHb, 2025 p.

Hava sasepuenns repminy il
PeeCTPauifnoro nocsigvenUs

11.05.202

Niyensia Ne.

25135/83

OBesr naprii B yraxoskax

4000 ynakosok

ALpeCa NOTYMHOCTRH BUPOBHULTRA | KOHTROM

[Paraam -~ 457002 (M), 1

HAig

axocti inka Naboparopis Mo

I1.0. Cemxanra,

Hicrpikr

BUMPOBOBYBAMHS

CHELA®IKaLN

PEIYTATH

e

Mnocki, okpyrni Tabnetku Gea
OBOMOHKM KOBTOTO KOMLOPY 3i
CKOLueHUMY Kpasimir 3 0BOX CTopin.
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IXhionivosul xoemuil nak

LnenTuchikatin
[ Xnopmanidon

IHhpavepBoHWA crelrp norauHay
sunpobosysaHore apaska nomGHMM oo
CREeKTPY nopiBHAHNS XnopTanigony afo
GRCKTPY, OTPUMEHOTO 3 CTAHAAPTHOR
3pazka Xnopranigomy.

Hac yTpumysanta ocHoaHOrO niky Ka
Xpomarorpami punpobyaanoro PO3UKHY
Ans KiNbKICHOro BU3HaUEHHS cniBriagae
3 HACOM YTPUMYBEHHS Niky
XMopTaninoMy Ha XPROMATOrDaMI
CTAHARNTHOIO PO3umHY.

Y® cnewrp sunpobosysanoro pO3UIMHY
AOBKHEH BUABIIATU MEKCUMY M
NOTNUHAHHSA 38 [OBMXUHN XBUAT 412 Hi +
3 HM

f

Binnorinae

Bipnosinae

412 vwm

Cepeiist maca
rabneriu

150 mr £ 5% (142,50 wr -157 50 wr)

152 mr

He Binbwe 15 xaunmm

00 - 01 xBunuHu

S

Poanapanns
CpropinsicTs macn

He Binble 2-x 3 20 rabnetor MO T
MaTh BIAXANEHHS  Bifl CEPEOHBLOT MacH
Oinblue, Hix Ha + 7,5% Ta woaHa 3 Hinx
HE NOBKWHHa MaTy sigxunexns sig
cepegHeol Macu Binkuie, HiX Ha + 15%

Makc.: + 3,0% Min.: ~ 2.2%

PO3uuents

KinbkicTs ATIOPTEAMIZOHY, WO Nepeilios
Y PO34KK He metile 70% (Q) sin
s3anBneHol kinwkoeTi 3a 60 XBUNKH.

98% 96% 95%

95% | 65%

f

4%

IOanopinHicTs

DCI0SERKK OOUHN LKL

Binnosigae sumoram GCLUA <9055

NpulinsTre 3navenHs: A =37
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Cynposiasi gowmimm

XNopTanisony cynyTHs QOMILUKE A - He
Binbiue 1,.0% .

MakcumansHa Hesinom
Binblwe 0,2% e
Cyma nomioxk - HeAiRE

HomiA

B o3

P

BIPHA
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Hepexnan 3 anrniiichikol MoBr Ha YKpaiHChKY MOBY

MK A
BIAOLE SKOCT
CEPTUDIKAT SKOCTI
fﬁa%MEHyB&HHH npoayxuilt QUXIOPR-25, vaBrietkn no 26mr, Ne30 (3X10), = Bricrapax
, (Kowua taBreria micTute wopraninony 28 mr)
;”ﬂaprm No JLW023017 Peserpauilinmit No. FT22986
{OGear napyiv 120000 vabnetok Oara 28.12.2022
‘Hdata BUroToBReRHs NMucronag, 2022 . Feectpauifive nocslovsenus No. UA/MB700/01/01
{Aara sakinvenss yepminy KoeTeHs, 2025 n. flara zagepuwsnds repminy gil 11.05.2023
nprAaTHecTi peecypauliinero noczinvenun
Slinersin No. 2535183
Obesr napril 8 yrakoskax 4000 ynaxosox
Anpeca NoTYMHOCTEN BUPOSHUYTEE | konTRono AkocTi: Inka Maboparopis fiva, I1.0. Cemrcanra, Hicrpikr

Paraam - 457002 (M.I1), lunis I

KinexicHe su3tHaveHun Creuudivauin BUNYCHY:

85% - 105% Bin sasBneHol KinbkocTi
XTOpTanifoHy. 101,4% Big sasBReHO! KinbkocTi
Cneuudpikauin repminy npugarHocti:
92% - 108% Big 3aseneHol KinsKoeTi

! xnopranifgony

Mixpoblonorisua 3araneHe uncno aepobHux :
NRCTOTA Mikpoopraniavie (TAMG): <10 gyolr
He Binbie 10° KyO/r

3aranske uucno APBKINKEBNX | nRiCeHeBKX
rpubie (TYMC): He Ginbuwe 102 KYO/r <10 wyolr

] Escherichia coli: sigcyTHs & 1r Bicyhs B 1r

OPUMITKIA: 3PASOK MPEMAPATY BiInOBaAS
BULLEBKASAHVM CMELIM®IKALIAM.

dara ohopmnernn cepruchikary: 27.10.2023

Linm mn sacsinuyemo, Wwo euule BrkasaHi BIAOMOCTI € BIDHUMU B NOBHMMA. BupoBHuureo naprin (Biodusou
NaKyBaHHAMADKYBAHHR)  Ta BUNPoGOBYBaHHA HE SKICTE NPOBEAGHO Ha BUPOBHMYUX noTyHocTax [icTpier
Patnam y sianosiiHoCT 00 BAMOr HanewkHo; BAPOBHUHOT npakTuKy, nepenbadeHnx micLepumn RErYNATODHK MM
OpfaHamu, a TakoX y signosigHocTi no S2peecTpoBannx 8 Ykpaiki creuwdicayiin s AHJ ans nikapeeLKore
3acoBy. [lpoToxkorv CTOCOBHO BUPOBHULTBA, nakyBaHHe Ta BuUnpoBoByBaHb BMBYSHO | NiLTBED IKSeHS
BIANCBIAHICTL BUMOTam HanewHo! BUPOBHAYDT NpakTuku,

's i nianue aranituke Iv's i nignue aupekropa 3 KOHTROM AKOET]
/nignue/ Ininnvc/

Paynt MNawnvan Burai Kymap Cunrx

Bara: 27.10.2023 p. Hara: 27.10.2023 p.

1.0, Cepwanra, Hicrpier Parnam - 457002 (M), Ingin




(RATLAM)

YL oo e Ipca Laboratories Limited v IpCa

TELEFAX : 0222868 6613 REGD. OFF. : 48, KANDIVLI INDUSTRIAL ESTATE, KANDIVLI (W), MUMBAI-400 067. I

QUALITY DIVISION
CERTIFICATE OF ANALYSIS

| PRODUCT NAME :  DICHLOR - 25 Tablets 25 mg No 30 (3 x 10’s), in the blisters

(Each tablet contains : Chlorthalidone USP 25 mg)

Batch No. » JLW022011 A. R. No. . FT22966
Batch Size : 120000 Tablets Date © 281212022
Mfg.Date  : 11/2022 Reg. Cert. No. : NO UA16700/01/01
Exp. Date :10/2025 Reg, Cert. Exp. Date  11/05/2023
Licence No.  : 25/35/83 Batch Size in terms of Packs : 4000
Ipca Laboratories Limited, Manufacturing & Quality Control Site Address : P.O. Sejavta, District Ratlam - 457001 (M.P.), India
TESTS SPECIFICATIONS RESULTS
APPEARANCE Yellow colored, round, flat face beveled edge tablets plain on both sides. Confirm

IDENTIFICATION (Chlorthalidone) | The infra-red absorption spectrum of crystals is concordant with the reference | Confirm
spectrum of Chiorthalidone or with the spectrum oblained from Chlorthatidone
RS (WS)

The retention time of the major peak in the chromatogram of the assay | Confirm
preparalion corresponds to that of the standard preparation, both refalive fo the
internal standard, as oblained in the assay.

Quinoline Yellow lake By UV visible spectrophotometry

Sample solution should exhibit maxima al about 412 nm + 3 nm 412nm
AVERAGE WEIGHT 150 mg + 5% (142.50 mg - 157.50 mg) 152 mg
UNIFORMITY OF WEIGHT Not more than 2 of 20 tablels may have a deviation from the average weightby | +3.0%, - 2.2%

more than 7.5%, and none of them should have a deviation from {he average
weight by more than 15%

DISINTEGRATION Not more than 15 minutes. 00 - 01 Minutes
DISSOLUTION Not less than 70% (Q) of fabeled amount of Chilorthalidone is dissolved in 60 | 98% 96%
minues. 95% 95%
95% 94%
ASSAY
Chlorthalidone USP 25 mg At Release -
95.0% - 105.0% of labeled amount of Chiorthalidone. 101.4% of L. A.
At shelf life:
92.0% - 108.0% of labeled amount of Chlorthalidone.
RELATED SUBSTANCES Chlorthalidone related compound - A : Nol more than 1.0% <0.026%
Unknown maximum impurity . Not more than 0.2% 0.03%
Total Impurilies . Nolmore than 1.5% 0.05%
MICROBIOLOGICAL PURITY Limit Allowed:
- Total aerobic microbial count (TAMC) © Not more than 103 CFU/g <10 clulg
- Tolal yeast and moulds count (TYMC) : Not more than 102 CFU/g < 10 ¢iulg
- Escherichia Coli © Absentin 1g Absent /g
UNIFORMITY OF DOSAGE UNIT Meets the USP < 905> requirement. AV= 37

REMARKS . Sample CONFORMS as per above specification.
Certificate issue date of print: 18/10/2023

We hereby certify that the above information is true and complete. Batch manufacturing (including packing/labeling),and
guality testing has been performed at Ratlam manufacturing sile in compliance with the GMP requirements provide by the
local regulatory authority as well as in accordance with Ukraine registered specifications, for the medicinal product. The
protocols concerning production, packing and testing have been reviewed and the GMP compliance has been confirmed.

o< »%\ B
A %’;’;—/'/'

Nk, i
NN
Nl

ASHOK BALIYAN
Name and signature of a Manager Quality Control

Date of Print : 18/10/2023
Stamp

Ipca Laboratories Limited, Manufacturing & Quality Control Site Address : P.0. Sejavia. District Rattam - 457001 (M.P.), India




