Cipla Ltd.

= BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485170

| **Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10

Quantity released: 5850X25X20'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.

Dosage form :Uncoated Tablets

Package size : 25X20°s

Type of Pack : Blister

Mfg. Date :11/2025

Expiry date :10/2028

**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

Comments/remarks

. Certificate of analysis attached

*Packing lot/ batch number should be mentioned.
“*Write NA if not applicabie
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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 :485170

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
address of person

authorizing the
release

batch

: Puja Kashalkar.

Quality Assurance Executive.
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of person 7 s
authorizing  the  batch ?.C*\/J(/
release
Date of signature P —_——
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Clpla

CERTIFICATE OF ANALYSIS
) CEPTUOPUKAT AHAJIN3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne : 485170

Batch Quantity / O6bem cepuu:

5850packs / ynakoBok

AR No / Anaanrnuecknii oruer Ne : ARF/254/2025 | Date of Analysis / lara anaausa:

19.11.2025

Date of Mfg / Jata npoussoacrsa:  11/2025

Date of Expiry / I'ogen f1o0:

10/2028

09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Analysis performed according ND / Auanu3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated

r Result / PezynbraThl

No
Test / Tlokazatesn

Specification / Hopnia

1 | Description / Onucauue 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. / [nockue kpyribie TabneTkn co
CKOLLIEHHLIMU KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOIO LIBETA ¢ BKparieHuaMu. Ha onnoil
cTopoHe TabneTku BbiaasaeHo cnoro «CIPLA», Ha
APYroit - TUHKA pasioma.

2 | Identification / [TojuninHHOCTH
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTtBeTcTBYET OkpalMBanne aMMHauHOTO PacTBOpa B KpacHbli
AHTPAXMHOHOBBIE TTHKO3MIbI
UBeT.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTsercTayer chromatogram of the sample solution should
MerunnaparuapokcudeHsoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPAHBAHUA OCHOBHOIO MHMKA HA XPOMATOrpaMme
MCIIBITYEMOIO PACTBOPA JOMAKHO COOTBETCTBOBATH
BPEMEHH YIePAMBAHHSA OCHOBHOTO [THKA Ha
XpoMaTtorpaMmMe CTanAapTHOrO pacTBopa
MeTuanaparuapokcubersoara (palien
«MeTtunnaparunpokcudensoar).

Average weight / Cpennss
macca

La

191.18mg / 191,18mr

189.99 mg +7.5% / 189.99 mr £7,5%

Remarks . The Product conforms to ND/
MNpumeuanue: MNpoaykr cootsercreyeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoueHue: O0OBPEHO

Checked by QC In-Charge / <:/\_j
[oxkymeHT nposepeH OKK: (\ 5 0y

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

Date /

Lara: \C\ 'i‘l oo

Date /
Harta:

Q0 V- A0LS

FMQCO003-15-10

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




. CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

-

Cipla

Page2 of 4/Ctp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485170

Batch Quantity / O6bem cepun:

5850packs / ynakosok

AR No / Ananurudecknii oryer Ne :

ARF/254/2025 | Date of Analysis / Jlara anain3a:

19.11.2025

Date of Mfg / lata nponssoacrea:  11/2025

Date of Expiry / 'oaen jo0:

10/2028

Analysis performed according ND / Auanus nposenén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / [MokasaTeib

Result / Pesynbrarsi

Speci

fication / Hopmia

4 | Uniformity of weight /
OHOPOLHOCTH 10 Macce

Complies / CooTBeTcTBYET

%

18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7.5

2/20 tablets NMT +13% / 2/20 ne 6onee + 15%

5 | Loss ondrying/ [Toreps B 2.3% NMT 6.0 % / He dosee 6.0 %
MAaCCe MPH BbICY LHBAHWUH
6 Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHnne He menee 70 % (Q) cennosu1oB Yepes 120 MuH
7 | Uniformity of Dosage units / AV =55 The acceptability index forn =10 AV <L1.

OIHOPOAHOCTL A03MPOBAHMS

test is carried out on
n=230

AV < LI1. All values
inequality:

[M-xi| < 0,01 = L2

[loka3zarens npuemn

Hnan=30 AV <LI.

[M-xi] < 0,01 x L2 x

In the case where the value of AV exceeds L1, a

L1I=150:12 =25.0.

B cnyuae, ecau 3nauenne AV npesbiwaer L1,
NPOBOAAT HCMbITaHKHe Ha caenyoux 20 odbpasuax.

YIAOBJIETBOPATH HEPABEHCTBY:

L1= 15/0; 12 =25,0.

the following 20 samples. For
of xi must satisfy the
M.

eMocTH ana n=10 AV < L1.

Bee 3HaueHnd Xi A0TKHbBI

M.

8 | Assay (Spectrophotometry)
KonuuecTeeHHOe  OrnpeicicHue
(CnextpooromeTpns)

14,12mr/1ad

14.12mg/tab /

From 12.15t0 15.53
sennosides calculate

CEHHO3MIO0B B Mepec
TabneTke.

Ot1 12,15 no 15.53 mr (o1 90,0 10 115.,0 %)

mg (from 90.0 to 115.0 %) of
d as sennoside B in one tablet. /

yeTe Ha CeHHo3ua B B onHold

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwyveHue: O0OBPEHO

Checked by QC In-Charge / &
[okyMmeHT nposepeH OKK: /Mﬁﬁ\&

Approved by QA In-Charge /
[JoxkymeHT ogobpeH OOK:

=

Date /
[aTta:

\C\ .\\,‘Lc-'l,;

Date /
[ara:

6\ ac;l(

FMQCO003-15-10

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




Ciple

CERTIFICATE OF ANALYSIS

-

CEPTU®MKAT AHAJIM3A

-

Page 3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

[ponykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / Jlara npousBojcrsa:

Batch No / Cepus Ne: 485170 Batch Quantity / OGbem cepun:  5850packs / ynakosox
AR No / Auaaurauecknii oruer Ne : ARF/254/2025|Date of Analysis / IaTa ananuza: 19.11.2025
11/2025 Date of Expiry / I'oaen no: 10/2028

Analysis performed according ND / Auasnus nposenén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyabTaThl Specification / Hopmvia
o Test / [Noxazarensn
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 10 0,056 mr/rad.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTWinaparsipokcubensoara 0.039Mr/Tab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4ucToTa

10a) | Total Aerobic microbial count /
Obiuee 1rcno a3pobHbIX 30 Not more than 10" ¢fu/ g / He 6onee 10* /r
MHKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / OBwee uncnio <10
TJIECHEBBIX W IPOAGKEBbIX )
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He 6onee 107 /r
bacteria/ YcToituusbie k
JNEHCTBUIO JKEJTUH
rpamMoTpulaTenbHble DaKTepHu

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absent in | g/ OtcytcTBHe B | T

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OtcytctBHe B 1 1

100 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OtcytcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumevanue: NpoaykT cooTBETCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknroueHue: OQQOEPEHO

Checked by QC In-Charge / -

/ Approved by QA In-Charge / S
HokymenT nposeper OKK: /\\W NokymeHT ogobpeH OOK: g\/p
P \qaens R

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
s CEPTUDPUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485170

Batch Quantity / Obbem cepun:

5850packs / ynakoBox

AR No / Anaautudeckuii oruer Ne : ARF/254/2025

Date of Analysis / laTa anausa:

19.11.2025

Date of Mfg / lata nponssoacrea:  11/2025

Date of Expiry / I'oaen jo:

10/2028

Analysis performed according ND / Auanu3 nposenén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / Pesyabtats! Specification / Hopma

= Test / [NokasaTenb

11 | Package / ¥nakoska Package / Ynakoska - 20 tablets |Package / Vnakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [1o 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
OJHCTEp W3 MJIEHKH TabneToK B ONMCTEp U3 MJEHKH TPEX CIOHHOIH
MOJIHBUHUIIXJIOPHIHO (MBX/M3MIBAX) 1 amtomuuueBoii dponeru. Mo 2
(NMONMATHIIEHOBOI/ UK 3 BaucTepa BMECTE ¢ MHCTPYKLME no
NONUBHHUIMAEHXJIOPHAHON) U [NPUMEHEHHIO B KapToHHYI0 nayky. [To 20 Tabnetok
anmoMuHneBoii doabru, no 23 B G/IMCTEP M3 MUIEHKH MONUBHHHUIXTOPUAHOI
6AUCTEPOB B KAPTOHHYIO Nauky |(MONUITHAEHOBOMH / NOSMBUHUIMAEH XJIOPHIAHON) H
C BJIOIKEHHEM 25 HHCTPYKLIMH amomMuHneBOi donbru, no 25 daucTepos B
MO NPUMEHEHHUIO. KAPTOHHYIO AUKY C BIOKEeHUeM 25 HHCTPYKUMit no

npUMEHeHHIO.

12 Labeling / MapkupoBka According to ND /
B coorsercTBun ¢ HJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npH TeMneparype He

XpaHeHus Bblte 25 °C.
14 Shelf life / Cpok ronHocTn 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET TpebosaHmam HO

Conclusion : APPROVED /
3aknwvenume: O0OBEPEHO

Checked by QC In-Charge / ~
L S

Approved by QA In-Charge / et
HokymenT ogobper OOK: ?Z‘”\/(

Date /

HokymeHT npoeeper OKK:
VA ey

Hara:

Date /

Qava 20 \02035

FMQCO003-15-10

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




Authorized By (QA Head)

Sign & Date: T
MASTER FORMAT == —
HEM PVT. LTD. _
SEM(;L()T No. 60-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA — 403512, Ref. Doc. No. QA:’048 Page No. - 1of2
INDIA.
Previous Product Name: Sepcde Tablet Previous Batch No: 485169 LineNo.: I ,IT
Product Name: Senade Tablet Batch size: 575208 o

Export Order No.: d<spessz /1o

Mfg. Date: 1\ /2c2 5

Exp. Date: \o /2028

Batch No. :
Date of inspection: from j¢-1yv. 2 5

485170[5)4,704,71_, Seeeoee Neas

to

L e

Keys: ¥ = complies/OK , NA = Not Applicable

2

= No defects are observed |

X= Does not comply

Sr. SHIPPER NUMBER
No DEFECTS B : : R ’ .
- i 6 37T, L 55
1. Shipper Top / Bottom Taping g = o o \
2. | Shipper Overprinting / Labeling = - ) s — \
3. Packer Name PYafKhe 5| Prabkshg o Senali  |AASYhe [Rostan) |Past e \
4. | Shipper Fill Value (ice x1s x207)| w - = w = P \ *(Fo x 29 x 207)
5. g;‘;’hgaa:é’;‘ Ovenpraiang/ pa | NA A | e | e | A \
Inner Carton Overprinting/ \
6. i ’ =
Serialization = £ v =
7 Broken tablets - = = 2
8. | Missing Leaflet - \\
9 Blister chr'ﬁrinﬁng / Smudging \
" | Embossing . - - - __Jt A
10. | Missing units/Extra units - -
11. | Chipping/ Mottled Tablets = - - NA
12. | Spot/ Powder In Blister / Tablets . = = o ‘\
13. | Sticking / Picking - ) ) v e |
14 Sealing/foil/ pinhole/ forming _ B \\

" | defects \
15 Blister /Wrinkles / Improper - B ) -

" | Knurling/ Torn pocket
16 Foreign Product/Foreign/ = N - \

" | extraneous Material N .
17 | Wrong appearance/different shape B \

" | of tablets/blister - {
18. | Colour of tablets B : 5 . . \
19. | * Other defect 3 o \*
21. | Total Defects - s I |
22. | Total replaced Units (1A A [ Ta) T S AN A .1 M (N N 1
23. | Shipper weight of each shlpper szn [oveedo buews T 690 15 o . \

after inspection (kilogr am/gram)
J o \
Done By L IR R I
g 0 5 o | | S—— —
Checked By R NN R
B - CRR T P i o (O IR L T o (O LSS T 8 B KL G B E R o Il Bl |
Confidential Document Restricted circulation FORMAT NO.: FMQ A048-02-01

07012 v




Authorized By (QA Head)

Sign & Date: @éﬁ 5200
. MASTER FORMAT 5 L
"HEM PVT. LTD. g
S[M(;LOT No. 60-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA — 403512, Ref. Doc. No. | QA/048 Page No. " 20f2
INDIA.
FINAL INSPECTION CHECKLIST:
Total shippers packed in S EIL & ot Lesge Total shippers checked in batch il
Batch
: = 7

Total Quantity packed By Ay w ek % of Pack Stock carried out on by o

o batch - ]
Defect Observed B
* If any Other defect observed -
Nature Of Defect Observed ( Critical, Major, Minor) -
Action Plan For Defect A
Corrective Action And Preventive Action ( CAPA) i
(If Applicable For Details Enter CAPA Number) )
Decision For Further Pack Stock Inspection & 4l
Total Replaced Unit Blister/Carton/Shipper A o

: g .
sé ‘ = MRS 2
Certified By: %' ti11-25 Rechecked By: "@ I UES Approved By: [‘;/)é#;/;\ Ly
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)

Confidential Document Restricted circulation FORMAT NO : FMQA048-02-01

- 4 6 7a11-2 %
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