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Jlikapessaah yaciér CEMITPARILF®

Medicinal product: SEMPRAVYL®

Alioun pevosnin:
Active ingredient:
Peccrpanilite nocgindeHsa!

‘Registration Certifieate:

Jiuensisi na supohinmtes X

Ceprafitar GMP No;
Bupotm:
Ajpeca BHpOOHHKA

Manufactured by:
Address of manuficturer:

LAPTHOIKAT AKOCTT

CERTIFICATE OF QUALITY

1o 3 Gulerepn ¥ KapTOHRIN yuarosui)

A Ne 1210FP23600848
Hava 7 Date 20,12.2023

-'{mﬁ.amnm, BRPUTI BAIBROBGIO 060R00R030, 110 20 35 o 10 vaBaerox y Baicrepi,

(fifns coated tablets 20 mg, 30 tablets avein a blister; 3 blistersis in a carton package)

TMAPOKCETHHY FAPOXJOPHAY HAMBRIAPATY R NepepaxysBagui a napoxeerny 20 mr
Paroxétine Hydrochloride Hemihydrate cqun alent te paroxetine 20 mg.
N UA/19884/01/01 Bin 04.02.2023; Tepyin uif peecrpauifinore nocsiguenns: 04,02, 2028

PORY

N UA/LIY884/01/01 from 04.02.2023; Registration Certificate valid fill: 04.02.2028

25/61/2018

070/2022/GM P

Kyeym Xenrxwep Ysr fien, Iuaia
Haor Ne M-3, Iupop Coennea Fronontiv Jovir, Weiis-1l, AXErasneyp, Jier: Bxap, Magxsx
Hpanew, Hin 454774, Iuain

Kusum Healiheare Pyt Ltd, ludia

Plot No, M-3, Indore Specizl Economic Zone; Phase-11, Pithampuy, Disti. Dliay, Madhya
Pradesh, Pin 454774, India

‘Cepigt Ne 1002726 LPosmip eepinn 3333 v Hara v 10/2023 JHHCHUE 1o 0972025
JBatgh: - Batch Size: DM Izxpuv date:. |
Ao Hazsa nokaiuuga Bustoru PeiyanTars aanizis

| Nmne Index Requirentents _Resulf of analvses

b1 Onne Tatner opanLroI Gopait Sinore wi Maltike Giioro konbopy, 111'{131111 i Binnosiaace

TIHIBKOBOIO OGONOHKOIO, 3 HIHIEI0 PO3NOMY 3 OXHOTO BOKY Ta MIAjKI 3 |
Imuoro 6oky,
Drescription White to-off white color, Oval shaped, Filin coated tablets with break Comylies
B line on one side and plain on another side. .
Z | lpenrniikanin Mac  yrpHMyBanss  ocHOBHOMO  THKY  Ha  Xpomarorpadi
Hapoexcernn ROCTLKYBAHOT0 POSUHMNY BIATIORIJAE HACY YTpuMyBanig ocHoBHoro | Bianosinae

TR AU BOREHE

_iden tfication
Paroyetine

Titaniunm. dm‘ude

HIKY #d XPOMATorpami CTAHUAPTHOTO POIMHHY, OTPUMAHOrO B
1 ¥YMODBAX KiNbIICHOTO BU3HAMEIS,

Vavrpadioaerosni

CIIEKTD

HOTHWH A

Ilospa KOpHYRERO-YEPROROIFO 2abapRITCHHN.

| uramore | BT
| BAOPOOYBAKOTO PO3UHMHY, TOBUHEH MaTil MAKCHMYM HOI‘HI’IH&HH~
npre 294 423 um.

The-refention time of the major peak in the chromatogram of sAVEREN (.

The maxima of the sample solution exhibits af 294+ 3nm,

| Appearance of brownish red solution

1 solution corr esgmnda to (hat of the major peak in 1he chronato AVERENT
{-of standard solution as obtained under assay.

Complies:

3 | Cepeana staca

1 Avérage Weight

353535 mg+

355,35Mr 3 % (344,69 mr— 366,01 nr)

3% (344.69 mg --366.01 mg)

e e R Rt LY TP DI S ——- |

3535w

3333lmg

Regd. Off D-158A, Okhla Indl. Area, Plhase- I New Delhi-110020 (llldld)

KHPAAL000048/A00001 1-000

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Fiot NoO. le;%, Irid_ore Speciqﬂi Econdmic Zone, Phase-1l, Pithampur, Distt. Dhar, Madhya Pradesh-354774 (India)

ro

Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealtheare.com

CIN No.: Ub5929D1L,1997PTCO85780)

Name Index

No Hazea norasuawa

AR Ne 1210FP23000888

Biintory
Requirementg

PesyasTari ananidio
Result of analyses

4 | Opnopinniers
AOI0BAKRX GBI,

Uniformity of Dosage
Units

AV, ue L1=15,0

AV<L1, where L1=15.0

5 | Posnajgauin

Disintegration Time

He Gijipire 30 xauiiy

Biangsiyac

Complies.

Nol more than 30 minutes

0G xp 49 c,crt:

00.min 49 sec.

6. | Posuusicurnn

He mennie 80 % (Q) piz 3asaen0ro »micTy 3a 30 xsninn

Not less than 80% (Q) of labeled amount of drug in 30 minutes

92% - 96 %

92% . —96 %

Dissolution
7T | Kiapricue
BHIHAYOHHEN 05,0 % - 105,06 %
19,0 21,0 mrfrabrenai napokcetuny
Assay 65.0 % - 105.0%

(19.0.mg ~ 210 mg/tablet ;-.i-'a'rox'etiﬁe}{ -

100,02 %
20,00 mr

L0002 %
20.00 myg.

B | Cynposimri goMiognen

g Related Substance

Hominika A — ne Ginsiue (0,3 %;

Homiwka I-- ite Sinsiue 0,2 %;

MaxcumansHa veigenTHdiorana povilka ~He Siasue §
Cyma poviwox — He Binbute 0.5 %

g

Impurity A - NMT 0.3%

Impurity'T - NMT 0.2% |
Highest unknow impurity - NMT 0.2%
Total impurities ~ NMT 0.5%

§ [ Mirxpedioiorinua
I SHCTOTa™

Microbiological
Purity=

2%

Hiticae Mesxi BHINAUSH H

He suanncuo

Fhsicae Mesxi pysnatento
e Mexi sH3BaveHHS

1 Below disregard limit
Not Deétected

! Below disregard limit
i Below disregard limit

Jaranpua KUIbKICTs acpolrmx Mixpaopranismie. (TAMO): ne Siane

104 KY O/t

3aramhb i KIBKICTh, APIRGOKOBUX. TR NAiceHeRNx TpuBis (TYMC): ue

Ginwvire 10F KYOi:

Biacyruicts Escherichia colis 1 r NPEnapavy.

Total Aerobic Microbial Count (TAMC): Not mofe than 10¥ CFU/g;
Total Combined Yeasts/Moulds Count {TYMC): Not more than 102

CFU/g; |
Escherichia-coli absent per t ¢

He nuxonyerhes

| Not Apphicable

* Bunpolysanns ikpoGionoriunoi 4ncrom & npenapari npoROsT, TIABKH JULH 116

ad0 01 D3 B pik.

PR 3 Cepiif, noTin 198 kool 10 cepiy

* Testof microbitlogical purity will be performed on first 3 comimercial batehes thereafter on every 10™ batch or once in-a year,

Regd. Off.: D-158A, Qkhla Indl. Area, Phase-1 ;. New Delhi-11 \ L

KHP/QABOQ048A 0000 11000

Fh. +91-11-41005147, 40514919, 41010571, 40527575 N
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| Plot No. M-3, Indore Special Econontic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: (7292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com
CIN No.: Ua5929DL1997PTCO85780)

AR, N T210FP23000888

BUCHOBOK: Cepis Mo 1002726 siaviosinae sunioraw MICGH PII Ne UA/IOSBHO1O1
CONCLUSION: Bately No. 1002726 ‘complies with the requiremients of MQC RC Ne UA/ (688401701
AHATIZ BUKOHAB JATA D012 20207
(ANALYSED BY) bﬁlﬂf& } {DATE)

- ~ el 2.

Komenrapi: Hemae 2’0112*‘&@

Conunents: no

Sansa npo- ceprudiranito: «AiHcuns 3ACBIANYT0; IO HABCKeHA BHULE indopMaLig € R0CTosIpNoI6 | Tovmoin. [ cepisr
apoaykuil 6yjaa BUTOTOBACHA (BRIIYG0ONY YHAKOBKY ./ MAPKYBAHHN) | RPOBEACHO KOWTPONS 1T 1K0CTT Ha
BHICITRARTOMY BIANPHEMCTBE B HORRIN BIAOBIAHOCTI 3 BUMOraMy, 3930 AY eHUMH B v pacranosi GMP,.
saTeepamkenil MinicTeperBom 0xoponn IACPOB'A Yrpalun, i 3 BuMoTaMI PeeeTpanilinors goene KPATHH MPHIHAMCHUE,
Hporoxom BnpodHRuTsa, YAAKOBKE TA AH4NTiE Gy HEPCINRAYYI 1 BeTanoslere IX BiAnosianicrs niivoram GVPy.

Certification statement: «Omn this I certify that the above-mentioned information is {¥ue and accurite, This product bateh
was produced (including packaging / Iabeling) and conducted for its quality control at the above-mentioned manufacturer
according to specified in the current GIMP guidefines, approved by the Ministry of Health of Ukraine, and with the
requirements af the registration dossier of the destination country. Records of manufacturing, packaging and analysis
were reviewed and determined for their compliance with the GMP requirementsy,

Kepignpk TPy KOHTPORIO #KOCT Ynopuopmrena  ocola, wwo  3aliicHioe
Quality control group muniager ceprudikanio capii o N

Inm's ra apizsvie R Qualified Person certifying the batch,
(Name) ? o R N In's 1a npissye.

. . o Y "’i{-fﬁ.ﬁ 'y—\ oy, WA 9 6\ I , )
Tinnnc R - (Mame)  pj7  {, L, &V\LG{»
(Signature): —r Mipmic, | "

Hara nignucais {’.SP_-:-_-*.-# (Signature) 1 < &ﬁl J
{Date of signature) L PEONA TR Jara miprueanas \§ 71,8 > Wq,.f_?:.,-
27N, QUEMI 5 TN (Date of signature) (L]

Kepigtuk rpynif KoiTpome. fi r |
Quality confrol group managegy &

i

Menemxep Bigniny 1a0eaneyeia. 4K0CT]
Quality Assurance group manager

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Sy, 071147001514 5 C £ ¥
KHPIOA/DO004/A000011-000 Ph +91-11-41005147, 40514919, 41010571, 40527575 Page3of 3




