Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

Lot / Packing Batch number :485185 | **Manufacturing Batch number:NA |
Importing Country ~ :Russia gxstomer :Dr.Reddy’s Laboratories
Sales Order No. :9506552/10 7 Quantity released: 5845X25X20's

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

Name and address of
Marketing Authorization
Holder:

Cipla Ltd., Peninsula Business Park
Lower Parel, Mumbai, India

Strength / Potency :

Senna extract equivalent to 13.5 mg of Sennosides

A &B as Calcium Salts.

| Package size : 25X20's

Dosage form :Uncoated Tablets

=H= == = = e

' Type of Pack : Blister

Mfg. Date :12/2025

Expiry date :11/2028

**Pack before : NA

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

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

Simchem Pvt.Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,
Goa—-403512

India

Manufacturing
Authorization Number /
Licence or Certificate of
GMP Compliance of a
manufacturer

- GO/DRUGS/576/L

Results of analysis

 Certificate of analysis attached

Comments/remarks

*Packing lot/ batch number should be menticned.
*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 :485185

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 SA

(without deviation) (or with deviations assessed as having no
effect 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 SA
Name and position/title and | : Puja Kashalkar.
address of person | Quality Assurance Executive.
authorizing the batch | Simchem Pvt. Ltd.
release Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
india
Signature  of  person|:
authorizing the  batch d\\L—‘—""L
release e
|
Date of signature L w2028 -
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Cipla

CERTIFICATE OF ANALYSIS

» CEPTUOHUKAT AHAJIM3A
Page 1 0of4/Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJ/IE", TABJIETKH 13,5 mr
Batch No / Cepus Ne: 485185 Batch Quantity / O6bem cepun:  5845packs / ynakoBok
‘AR No / Ananurnueckuii oruer Ne : ARF/284/2025|Date of Analysis / [lara ananmsa: 16.12.2025
Date of Mfg / Jlata nponssoacrsa:  12/2025 Date of Expiry / I'ogen o: 11/2028
Analysis performed according ND / Ananan3s nposeaén no HJL: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024
Result / PesyabTarsi Specification / Hopma
o Test / IlokaszaTenn
1 Description / Onucanue Complies / CooTBeTcTBYET 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. / ITnockue kpyrnsie TabneTku co
CKOLIEHHBIMH KPasMi 0T KOPHYHEBOI'O 10 TEMHO-
KOPHUHHEBOIO liBeTa ¢ Bkparuenusmu. Ha oaHoit
cTopoHe TabneTku BbiaasiaeHo cioso «CIPLA», Ha
APYToii - JIHHKUS pasoma.
2 | Identification / [ToanuHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBetcTByer OkpamMBaHHe aMMHAYHOTO PacTBOpa B KpacHblii
AliTanH HOHOBBIE 1JIMKO3M/IbI : LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTCTBYET chromatogram of the sample solution should [
MeTwimaparuapokcudeHszoar corresponds to the retention time of the principle ‘
(BIKX) peak in the chromatogram of the Methy| ;
Parahydroxybenzoate standard solution (refer test |
| «Methyl Parahydroxybenzoate») / Bpems '
yAEpAHBALIA OCHOBHOTO MHKA Ha XPOMATOrpaMme
HCIBLITYEMOI'O PACTBOPA TOJKHO COOTBETCTBOBATh
BpPEMEHH V/IepPAKHBAHHS OCHOBHOTO MHKa Ha |
XpOMATOIPAMME CTAHIAPTHOIO pacTBoOpa |
MeThanaparuapokcubensoara (pasnen }
«MeTuamaparuapokcubersoar). ‘
3 | Average weight / Cpennss 190.01mg / 190,0 Imr 189.99 mg +7.5% / 189,99 mr +7,5%
macca |
Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpofdykT cooTeeTcTBYET Tpebosarusm HY | 3aknroyenue: ONOBPEHO '
Checked by QC In-Charge / w‘\[ i ‘ Approved by QA In-Charge / Ny
[NokymeHT nposeped OKK: == S b . HokymeHT onobper OOK: v
Date / - | Date/
fara { e s el ) lﬂaTa o VA s oS o
FMQCO003-15-10
Cipla L1d Cipla House, Peninsula Business Park, Ganpatrao Kadaii Marg, Lower Parcl. Mumbai - 400013, India.

At - Simchem Pvt. 1td.. Plot No. 60-65, Tuem Industrial Estate. Tuem. Pernem Goa -403512




Cipla

. " CERTIFICATE OF ANALYSIS
CEPTUO®HNKAT AHAJIU3A

Page 2 of 4 /Ctp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHA,IIE@, TABJETKH 13,5 mr

|Batch No / Cepusn Ne: 485185 Batch Quantity / O6bem cepun:  5845packs / ymakosok
AR No / Ananutngeckuii oruer Ne : ARF/284/2025 Date of Analysis / lata anannsa: 16.12.2025 ]
Date of Mfg / Jlara npounssoacrea:  12/2025 Date of Expiry / I'ogen ao: 11/2028

Analysis performed according ND / Anann3 nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 o1 09.07.2024

Test / [lokazatenn

Result / Pe3yabTaThl

Specification / Hopma

4 | Uniformity of weight /
OaHOPOIHOCTE MO Macce

Complies / CooTBeTCTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue bonee £ 7.5
%

2/20 tablets NMT +15% / 2/20 e 6onee + 15%

OaQHOPOAHOCTE L03UPOBAHHA

5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He 6oxee 6,0 %
Macce TP BbICYUIMBAHHH
6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cerHozunor yepes 120 Mun
7 | Uniformity of Dosage units / AV =57 The acceptability index forn =10 AV < L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
=3

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

M-xi| < 0,01 x L2 = M.

Ll =15.0; L2 =25:0.

[Mokazatens npuemiemocTi 11a n=10 AV <L1.

B cnyuae, ecau 3pauenne AV npesblaer L1,

| MPOBORAT HCMBITAHNE Ha crenytomux 20 obpasuax.
‘ Tlast n=30 AV < L1. Bee 3Ha4eHuA Xi 10JKHBI
YAOBIETBOPATH HEPABEHCTRY:

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

L1 = 15,0; L2 =250

8 Assay (Spectrophotometry)
KonuyecTBerHOE omnpeneleHue
(CniektpodioTomeTpust)

14.09mg/tab /

] 14.09mr/Tad

From 12.15 to 13,33 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3NIO0B B NepecteTe Ha CeHHO3UA B B o/1HOl
radJIeTKe.

Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyarue: MNpogyxr comae"rc:'rsyer Tpebosarusm HA | 3akniouenue: OQOBPEHO
Checked by QC in-Charge / __, / (9 Approved by QA In-Charge / 1“:@#
HoxymeHT nposepeH OKK: cb~ HokymenT ogobper OOK:
Date/ . = Date / e
FMQC003-15-10

Clp!a Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mu non 406013, India

: Simchem Pyt Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -4033



Cipla

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

Page 3 of4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusa Ne : 485185

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

‘AR No / Auaaurnueckuii oruer Ne : ARF/284/2025|Date of Analysis / lara anaanza: 16.12.2025

Date of Mfg / lata nponssoacrea:  12/2025 Date of Expiry / I'oaen no: 11/2028

Analysis performed according ND / Ananu3 nposegén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [Mokazarenn

Result / PesynbTaTtnl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConeprxaHue
MeTHInaparuapokcubersoara
(B2AKX)

0.038mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

0,038mr/Tad

10 | MICROBIAL LIMIT TEST/ Mukpo6Guonoruueckas Y4cToTa

10a) | Total Aerobic microbial count /
Obmee 4Hcno a3poOHLIX
MHKPOOPraHH3MOB

30 Not more than 10* cfu/ g / He 6onee 10° /r

10b) | Total combined yeast and mould
count / O6iee uucio

Not more than 10° cfw/ g /He Gonee 10° /r

<10
[7IECHEBbIX U IPOKIKEBbIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g / He Gostee 107 /r
bacteria/ Yeroituusble k
ACHCTBHIO HKENUH
rpaMoTpHLaTebHbie fakTepuu
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in | g/ OtcytetBue B | r
10¢) | Escherichia coli Absent /OTcyTCcTBYIOT Absent in | g / OrcytctBueB 1 1
100 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: NpogykT cooteTcTRyeT TpebosaHuam HI | 3aknwvenue: OQOBPEHO

Checked by QC in-Charge /

Approved by QA In-Charge /

| =7t 0 G\ cap
HokymeHT nposepeH OKK: = | LokymeHT opoBpeH OOK /éﬁ/
Date / . i R Date / -
Agr Vo b LALA fara: L i

FMQC003-15-10

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
N CEPTHO®HKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJE®, TABJETKH 13,5 wir
poy

Batch No / Cepust Ne: 485185 Batch Quantity / Oobem cepun:  5845packs / ynakosok
‘|AR No / Ananntuuecknii oraer Ne : ARF/284/2025|Date of Analysis / lara anannza: 16.12.2025
Date of Mfg / lata npoussogcta:  12/2025 Date of Expiry / I'ogen j10: 11/2028

Analysis performed according ND / Auaius nposenén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne
Test / [MokazaTean

Result / PesynbTatei

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OucTep U3 MEHKH

(MOMHITHIEHOBOH/

no NMNpUMEHEHHIO.

Package / Vnaxoka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 TabneTok B

MONUBUHHIXTOPHUAHOM

MOJUBUHMUIMACHXJIOPUIIHOI) 1
amoMuHHeBo# Gonsry, mo 25
OJIMCTEPOB B KAPTOHHYIO NAYKy
C BIOWKEHHEM 25 UHCTPYKIIUIL

Package / Ynakoska - 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. / [1o 20
TabsieTok B O1MCTEp M3 MIIGHKH TPeXcloiTHOi
(IMIBXATS/MIBJAX) u amomunuesoit ponbru. [To 2
und 3 GnucTepa BMECTE C MHCTPYKUMEH o
NPUMEHEHHMIO B KapTOHHYO nauky. [To 20 tabnerok
B OHCTep U3 NAEHKU NOJMBHHUIXIOPHIHOMH
(MONMITUNEHOBOH / TTONHBUHUITHICHXIOPHAHOH) 1
AMOMUHKMEBOH dotbru, no 25 GaucTepos B
KAPTOHHYIO MAuKy ¢ BIOMeHWeM 25 HHCTPYKIHH Mo
NPHUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cooteercTBuM ¢ HJ

13 Storage conditions / Yciosus
XpaHeHHs

Bbilie 25 °C,

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

Shelf life / Cpok romHocTn 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTByeT Tpebosaruam HL

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge / Nt e
[okymeHT npoeepeH OKK: i

Approved by QA In-Charge / Al
JokymeHT ofobper OOK: ‘,C’%LE-L/

Date /
[HaTta:

LE- (21 @1

Date /

Nara: 11 2008

FMQC003-15-10

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




MASTER COPY|

Confidential Document

KeEYrer cdrrected

CF L2 5

a3 B2 81

P~
%, ) Authorized By (QA Head) L€
Sign & Date: i
. MASTER FORMAT
-l PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
. Ref. Doc. No. | QA/048 Page No. 10f2
INDIA.
Previous Product Name: Senade  Tablet Previous Batch No.: 485184 LineNo.: T ,IT
Product Name: Sevade  Tablet o Batch size: 57c-cac kgs
- Export Order No.: 4sce552 /10 Batch No. : T85185 [saregss 200" Nos
Mfg. Date: 12 (2025  Exp. Date: 1\ ] 292 Date of inspection: from ©3-12-25  to_ 0% 1225
Keys: V = complies/OK , NA =Not Applicable , - =No defects are observed , X=Does not comply
Sr. SHIPPER NUMBER
No. DENECES o\ 17 24 35 42 | 59
1. | Shipper Top / Bottom Taping v — — il i e LY
2. | Shipper Overprinting / Labeling v v — - - o \
3. | Packer Nam prcdienedp aesve Sl e peeshd | k angan| kangan \
4, | Shipper Fill Value (1coX25 x2¢'s)| v v = £ . \ % [asx29K20%)
Outer Carton Overprinting/ NA i N a
5. Sesialization N [ N ~NA ~ A
Inner Carton Overprinting/ - 2 V =
&, Seriilization - =
7. | Broken tablets & = = = s - |
8. Missing Ieaflet = ~ - = - -
9 Blister Over;‘mnhng / Smudging e - =8 - o -
Embossing
10. | Missing units/Extra units - £ - - - > \
11. | Chipping/ Mottled Tablets - = - : . € \
12. | Spot/ Powder In Blister / Tablets = " N - - = ‘ 0
13. | Sticking / Picking = - N - = T dAE T
14 Sealing/foil/ pinhole/ forming . R ) -
" | defects - - \
15 Blister /Wrinkles / Improper B R _ R B .
" | Knurling/ Torn pocket
16 Foreign Product/Foreign/ . = ~ ) B B E
" | extraneous Material
17 Wrong appearance/different shape B _ _ - -
" | of tablets/blister B
18. | Colour of tablets — 24 v = - il
19. | * Other defect - = - s = =
21. | Total Defects - - = ) - -]
22. | Total replaced Units NA | NA wA A A ~NA
23. | Shipper weight of each shipper : _ ‘ 5O I
shee et o O it 21-05C [21.100 (21095 |21 085 (21105 |19:4¢0
S N A d‘.l -~ ﬁ\ El\ | - {
Done By Evnehal [snehal peeee™ QQEQ e“‘c'd"- %‘_\gi\ 7 | | J \
BB [ B [0, a0 0 F |
Checked By o s b sl g™ e | | \
Restricted circulation FORMAT NO.: FMQA048-02-01



'MASTER COPY

IRy

Authorized By (QA Head) e
: Sign & Date: e A
i} MASTER FORMAT e m
i PLOT Nﬁ.vﬁTo:G];,TD. Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
L meRg‘;f“' Ref. Doc. No. | QA/048 Page No. 2 of 2
INDIA.
FINAL INSPECTION CHECKLIST:
Total shippers packed in 5 cull 1 0 Loose Total shippers checked in batch 06
Batch
Total Quantity packed CEUSH 25 %a0' S % of Pack Stock carried out on 10°]
| batch
Defect Observed =
* If any Other defect observed —
Nature Of Defect Observed ( Critical, Major, Minor) _
Action Plan For Defect
~A
Corrective Action And Preventive Action ( CAPA) A
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection ~NA
Total Replaced Unit Blister/Carton/Shipper ~NA
b e ¥ ™ P )
Certified By: _&_Lz_ Rechecked By: ELL - Appr()ved By: (/ = .\'Ln’fn
(Packing Officer) {QA Officer) (Quality Assurance Head / Executive)
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-01
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