Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

“Lot / Packing Batch number 483044

| **Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
Ltd.

Sales Order No. :7374371/10

T Quantity released: 5842X25X20’s

Marketing Authorization Number: N013745/01 (Product Registration No.)

Name and address of
Marketing Authorization
Holder:

Lower Parel, Mumbai, India

Cipla Ltd., Peninsula Business Park

‘Strength / Potency : ‘
Senna extract equivalent to 13.5 mg of Sennosides
A &B as Caicium Salits.

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :07/2023

Expiry date :06/2026

**Pack before : NA

(Incase of products (Pellets / Tablets) packed in fibre / HDPE drums.)

Simchem Pvt.Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512

India

Name and address of
Manufacturing site /
Packaging site / Testing
site

: GO/DRUGS/ST6/L

Licence or Certificate of

GMP Compliance of a
manufacturer

Results of analysis

: Certificate of analysis attached

Comments/remarks

*Packing lot/ batch number should be mentioned.
**Write NA if not applicable
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Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :483044

Certification statement

. | hereby certify that the information is authentic and accurate.

This batch of product has been manufactured, including
packaging and quality control at the mentioned site(s) in full
compliance with the GMP requirements of the Regulatory
Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to
be in compliance with GMP and the Technical Agreement
between Cipla and Dr. Reddy’s Laboratories Ltd.

(without deviation)(or with deviations assessed as having no |
on the quality of the finished product. Details of any such
deviations are appended).

The batch is hereby released for supply to Dr. Reddy’s
Laboratories Ltd.

Name and position/title and
address of person
authorizing the  batch
release

: Jyoti Shetye.

Quality Head.
Simchem Pvt. Ltd.
Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa — 403512

India

Signature of person
authorizing the  batch
release

G

Date of signature

0S5 -08- 2025
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Cipla

CERTIFICATE OF ANALYSIS
" CEPTHO®UKAT AHAJIHA3A
3 Pagel of4/Crp.1n3 4
Product: SENADE TABLETS 13,5 mg ~ |Tpoayxr: CEHAJIEg, TABJIETKH 13,5 mr
Batch No / Cepaa Ne: 483044 Batch Quantity / O6bem cepun:  5842packs / ynaxoBok
AR No / Asagmraecknii order Ne : ARF/107/2023 | Date of Analysis / lara anammza: 04.08.2023
Date of Mfg / lara npomasoacrea:  07/2023 Date of Expiry / I'ogen no: 06/2026

Analysis performed according ND / Anamms nposesén no HJI: T1 N013745/01-180522

Ne Result / PesyabTaTnt Specification / Hopma

Test / [loxazarenas

1 | Description / Omicanne Complies / CooTserctayer Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyrsie TabneTkn co
CKOIIEHHbIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ Bxparuiennsamu. Ha onuoi
cropoHe Tabnerku BeimaBneHo cnoso «CIPLAY, Ha
OpYTOH - THHAS PasoMa.

2 | Identification / IToATHHHOCTb

2a) | Anthraquinone glycosides / Complies / ' Ammoniacal solution turns a reddish colour /
. iR CoorsercByer gce;'):munaﬂne 4MMHAa4YHOTO PacTBOpa B KPAaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY Coorsercrayer chromatogram of the sample solution should
MeTtunmaparunpoxkcubenzoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
YAEPKUBAHUA OCHOBHOTO NHKA HA XPOMATOrPAMME
HCTIBITYEMOTO PACTBOPA AOJDKHO COOTBETCTBOBATD
BPEMEHH YAEPKHBaHHA OCHOBHOIO MUKA Ha
XpOMaTOrpaMMe CTAHAAPTHOTO PacTBOpa
MeTwimaparunpoxcubensoara (pasaen

«Merummaparunpokcubensoar).
3 | Average weight / Cpennss 186.21mg / 186,21mr 189.99 mg +£7.5% / 189,99 mr £7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanme: Mponykr cooteeTcTByeT TpebosaHuam HIl | 3axmouenune: OJOBPEHO
Checked by QC In-Charge / P Approved by QA In-Charge /
[oxkymeHT npoeeper OKK: / HokymeHT ogo6peH QOK: @;
Date / Date /
Jara: QA -08:2023 ‘ Nara: ©S-0%- 20275
FMQC003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
- CEPTHO®HUKAT AHAJIN3A
' Page2 of 4/Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr
Batch No/ Cepns Ne: 483044 Batch Quantity / O6bem cepun:  5842packs / ynaxosok
AR No / Asanariaecknii oraer Ne :  ARF/107/2023 | Date of Analysis / /lata anamaza: 04.08.2023
Date of Mfg / lata nponssoacrsa:  07/2023 Date of Expiry / I'ogen no: 06/2026
Analysis performed according ND / Auamus nposenén no H: T N013745/01-180522
Ne ] Result / PesyabTaTst Specification / Hopma
Test / lloxazaTenn

4 | Uniformity of weight / Complies / Cootsercrayer 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7,5
OnHOponHOCTE MO Macce %

. 2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToreps 8 23% NMT 6.0 % / He 6onee 6,0 %

MACCE MPH BHICYIIMBAHUH

6 | Dissolution / 79-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozunos sepes 120 mun

7 | Uniformity of Dosage units / AV=47 The acceptability index forn=10 AV <LI.
OnHOpOAHOCTL NO3MPOBAHHS In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

[M-xi| 0,01 x L2 x M.

L1=15.0;L2=250.

Tokasarens npuemnemocty s n=10 AV <L1.

B ciyuae, ecny 3nauenne AV npepbimaer L1,
NIPOBOZJAT HCIBITAHHE Ha cneayromux 20 obpasuax.
s n=30 AV <L1. Bee 3HaueHHs Xi JOMKHB
YIOBIETBOPATH HEPABEHCTBY:

[M=xi| 0,01 x L2 x M.

L1=15,0;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuectsennoe omnpenenenue 13.87 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodroromerpust) Or 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

13,87wmr/Tab CEeHHO3MZI0B B MIEpecHeTe HA CEHHO3U B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanne: MpoaykT cooteercrayet TpeGosaHuam HJ

Conclusion : APPROVED /
3akmoyeHue: ONOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

LokymeHT nposeper OKK: /@,/l@ LokymeHT ogoBpeH OOK: w
Date / /
L j—— Dol o aors

FMQCO003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
" CEPTH®HMKAT AHAJIH3A
N Page3 of4/Crp.3 uz 4
Product: SENADE TABLETS 13,5 mg A Iponykr: CEHA,IIEE’, TABJETKH 13,5 mr

Batch No / Cepun Ne; 483044

Batch Quantity / O6nem cepum:  5842packs / ymaxoBox

AR No / Anasariaeckuii oraer Ne :  ARF/107/2023 | Date of Analysis / [lata anaanza: 04.08.2023

Date of Mfg / lara nponssoacrsa:

07/2023 Date of Expiry / I'ogen no: 06/2026

Analysis performed according ND / Ananms nposenén no HJI: IT N013745/01-180522

Ne Result / PesyabTaTst Specification / Hopma
Test / lloxazaTtenn
9 | Content of Methyl 0.048mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 f0 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue =
MeTHIINaparuapokcubeHsoara 0,048mr/rab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Muxpofuonornyeckas 4ucTora

10a) | Total Aerobic microbial count /
Obmee 4ucio a3podHbx <10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Goaee 10% /r
count / O6mee uncno <10
IIECHEBBIX H JPOXCKEBHIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyrerByror Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroiiuussie k
AEHCTBUIO JKeTuH
rpaMoTpHuLaTenbHele GakTepHu

104d) | Staphylococcus aureus Absent /OrcyrcTByior Absentin 1 g/ Orcyrcteue 8 1 1

10e) | Escherichia coli Absent /OrcyrcTByioT Absentin 1 g/ Orcyrcreue 8 1 1

100 | Salmonella Absent / OrcyTerByrOT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpwumeyanue: MNpoaykr cooteeTcTyeT TpeGosaHusm HA | 3akmouenne: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / <

[okymeHT npoeepen OKK: ﬂz.\/”‘—"“( HokymeHT ogobper OOK: %

Date / Date /

DNara: 04-08-2022 Lara: 05.08-202%

FMQCO003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
- CEPTHOHKAT AHAJIW3A

ipla

Page4 of 4 /Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Tponyxt: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepnsa Ne : 483044

Batch Quantity / O6bem cepan:  5842packs / ynakoBox

AR No / Asanurnaecknii oraer Ne : ARF/107/2023

Date of Analysis / lara ananmza: 04.08.2023

Date of Expiry / I'ogen no: 06/2026

Date of Mfg / lara nponssogcrBa:  07/2023

Analysis performed according ND / Anams nposenén mo HJI: I1 N013745/01-180522

Ne

Test / oxa3zarens

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ynakoska

Package / YnaxoBka - 20 tablets
in a blister made of
PVC/PE/PVDC filmand *
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B
OmucTep U3 IIEHKH
MIOJIMBHHHIXIOPHHOM
(TOMMATHIIEHOBOIA/
NOJIMBHHAINCHXIOPHAHOH) H
amoMHHHeBOi Gonbry, mo 25
GIIHCTEPOB B KAPTOHHYIO IMAYKY
€ BIIOXKEHHEM 25 HHCTPYKUMH
10 IPHMEHEHHIO.

Package / Ynaxosxa - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneTox B GnuCcTep U3 MICHKH TPEXCIOWHOMH
(IIBX/TIS/MIBAX) u amomuakesoii ¢omnsru. Ilo 2
unu 3 GrueTepa BMeCTe ¢ HHCTPYKIHEH 1o
MPHMEHEHHUIO B KapToHHYIO nauky. [To 20 tabGnerok
B GnHCTEp M3 IEHKH IONMBHHIIXNOPHAHOH
(MONMMITHIEHOROH / MONMBHHIIIEHXIOPUIHOM) H
amoMHHHEBOH (onery, no 25 6aucrepos B
KapTOHHYIO 4Ky C BIOXEeHMeM 25 WHCTpyKuHii no
MPHMEHEHHIO.

12 | Labeling / Mapxuposka

According to ND /

B cootsercTeiu ¢ HJ

13 | Storage conditions / Ycnosus

XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom mecTe nipu TemnepaType He

BeIme 25 °C.

14 Shelf life / Cpok rogsocTH

3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcreyeT TpebosaHusm H

Conclusion : APPROVED /
3aknovyenume: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

HokymeHT npoeepeH OKK: @\Eﬁ( [HokymeHT ogobper OOK: %
Date /

Blare: 04082023 e 05.0%.2023

FMQC003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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|[MASTER COPY]

%“ Authorized By (QA Head)
Sign & Date: %ﬁg i
MASTER FORMAT g ALEEE)
s e PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE, -
= o Ref. Doc. No. | QA/048 Page N Lof2
INDIA.
Previous Product Name:*Senade Tabler Previous Batch No. 4€3043 LineNo.: _ T '
Product Name: Senaqde Tablet A730622S  B70- 000k |
*EXPORT/LOCAL: 71 %74371[10 BatchNo. : _ 48304 4} Batch size: 36066606 Not{ |
Mfg. Date: 0712623  Exp.Date:_6¢&[2626 Date of inspection: from _2€'67-33 o 283-:67-23
Keys: Y= complies/OK NA = Not Applicable
- =No defects are observed . X=Does not comply/Not
Sr. SHIPPER NUMBER
1. | Shipper Top / Bottom Taping _ v s | v’ v v ||
2. | Shipper Overprinting / Labeling Z . Lt ] - 1~ 1]
3. | Packer Name Bomedda|Deepals|N il imalCanyeetdSarchhvee |Somedid |
4. | Shipper Fill Value (1606 x 2 Sx26%)| ~ - v | T v | | k(o x25kaek)
5. | Bundling Quality / Pouch Quality NA | Na [ NA [ NA | A | NA |
6. | Outer Carton Overprinting NA | MA | NA[NA | NA [ NA | |
7.__| Inner Carton Overprinting v ~ v o - ~ \
Cracked/half tablet/Broken tablets B \
8. — oo s = g
edges.
9. | Missing Leaflet o= — — — - st \
10, | Blister Overprinting / Smudgmg o lov lév |lox | 6r low \
Embossing o
11. | Missing units/Extra units - - - - - -~ ) _g;q D
12. | Broken/chipping/ molted Tablets =1 1~ 1 = - - ¥A
13. | Spot/ Powder In Blister / Tablets. - - = | = " -
14. | sticking / Picking — — — — — -
15, | Sealing/foil/ pinhole/ forming B \
" | defects - - " - -
16, | Blister /Wrinkles / Improper _ _ B i \
" | Knurling/ Torn pocket i
17. | Foreign Product/Foreign/ — _ B B \
" | extraneous Material = =
18, | Wrong appearnce/different shape = N B B N - \
" | of tablets/blister
19. | Colour of tablets ~ ~— — — o — \
20. | ** Other defect - - | - = = i \
21. | Total Defects = |~ |- - = I = \
22. | Total replaced Units N [NA | NA | NA | A ~NA \
23 .Shippe’f weig_ht of each shipper after 20200 26810 [20:820|120 -3¢ 20776 7130 \
inspection (kilogfam/gram)
L"__. r— ———— SR 18
Confidential Document Restricted circulation FORMAT NO.: FMQA048-01-02
) @ 22.07: 28



MASTER COPY|

Authorized By (QA Head)
3 Sign & Date:
MASTER FORMAT - 27
e i T e PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE, -
TU(ES’IA,HI‘E;RSNE?J ) Ref. Doc. No. | QA/048 Page No. 20f2
INDIA.
Done By Son"\jq Cors quSbNJ a Qb‘r\ijq Coniya Soniya \ i "gf.’m—’*}
o~
Checked By :‘t‘?’:’i_ 3 g—;.g ?_:—;.15 9?,;1.13 ,)%7.;} ’g'y 25 \

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

p3

Total shippers checked in batch

Total shippers packed in €9 Lotl-wns Lobie 68
Batch
Total Quantity packed SgQ2 xa0's % of Pack Stock carried out on Lol
batch
Defect Observed v
** If any Other defect observed —

Nature Of Defect Observed ( Critical, Major, Minor)

Action Plan For Defect

NA
Corrective Action And Preventive Action ( CAPA) N A
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection NA
Total Replaced Unit Blister/Carton/Shipper N A
Certified By: )é' 1018 Rechecked By: é;,s 61.2> Approved By: éa,,-« ~.% 022N
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
Confidential Document Restricted circufatian FORMAT NO.: FMQA048-01-02

®



