Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485184

| *Manufacturing Batch number:NA |

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10

Quantity released: 5849X25X20’s

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

Name and address of | Cipla Ltd., Peninsula Business Park

Marketing Authorization | Lower Parel, Mumbai, India
Holder:

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

| Package size : 25X20’s

Dosage form :Uncoated Tablets

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 | Simchem Pvt.Ltd.
Manufacturing site /| Plot No. 60-65,
Packaging site / Testing | Tuem Industrial Estate,

site Tuem Pernem,
Goa - 403512
India

Manufacturing : GO/DRUGS/576/L

Authorization Number /
Licence or Certificate of
GMP Compiiance of a
manufacturer

Results of analysis : Certificate of analysis attached

“*Packing lot/ batch number should be mentioned.

Comments/remarks -

**Write NA if not applicable
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Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Brand Name :Senade

Generic Name :Sennoside Tablets 13.5mg

*Lot / Packing Batch number :485184

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

authorizing the
release

Name and position/title and
| address of person

batch

: Puja Kashalkar.
Quality Assurance Executive.
Simchem Pvt. Ltd.
Plot No. 60-65,
Tuem Industrial Estate,
Tuem Pernem,
Goa - 403512
India

authorizing the
release

' Signature  of  person

batch

ﬁfé\\w/f
/ 7

Date of signature

{52 -20L5
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Cipla

CERTIFICATE OF ANALYSIS

ks CEPTHO®UKAT AHAJIN3A

. Page 1 of 4 /Crp. 1 n3 4
Product: SENADE TABLETS 13,5 mg Tpoaykr: CEHAJE", TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485184 Batch Quantity / OGbem cepun:  5849packs / ymaxosok
AR No / Ananurnuecknii oruer Ne : ARF/283/2025 | Date of Analysis / Jara anannza:  15.12.2025
Date of Mfg / lata npousBoacrsa:  12/2025 Date of Expiry / I'oaen po: 11/2028

Analysis performed according ND / Ananns nposexén no HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 or 09.07.2024

Result / PeayabTatsl Specification / Hopm a

Test / [Moka3zaTenn

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. / [Tnockue Kpyrasie TabneTkH co
CKOLIEHHBIMH KPasiMH OT KOPHUHEBOT'O 10 TEMHO-
KOPHUHEBOTO L1BeTa ¢ BKpannenuamii. Ha oanHoii
cropoHe TabneTku BbiaasneHo ciioso «CIPLAy, na
JIPYroi - TMHKA pazioma.

2 Identification / IToamuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteetcTByeT OkpaluuBatiie aMMHauHOTO pacTBOpa B KpacHblit
AHTPaXMHOHOBbIE TITMKO3HIbI ;
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
MeTHanaparuapokcudeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahvdroxyvbenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
VIEPKHBAHMUS OCHOBHOIO MMUKA HA XpoMmaTtorpaMme
MCIIBITYEMOT0 PACTBOPA [LOJIHHO COOTBETCTBOBATD
BPEMEHH VIEPKHBAHNSI OCHOBHOTO IMHKa Ha
XpoMaTorpamve CTaH1apTHOTO pacTBopa
meTHanaparuipokcnbensoara (paaen
«MeTtnanaparnapokcubensoar).

3 Average weight / Cpeinas 189.99mg / 189.99mr 189.99 mg +7.5% / 189,99 Mr+7,5%
Macea

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteeTcTBYET TpebosaHuam HI | 3aknoyeHue: OOOBPEHO
Checked by QC In-Charge / (0 r Approved by QA In-Charge / NP
HokymeHT nposepex OKK. = . HokymeHT oaobper OOK gﬁ/
Date / o Date /
Tletear VS g s Ll Nata: o ”17';: \fl_-’)@lg -

FMQC003-15-10

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




&ipla

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIN3A

-

-

Page2 of 4 /Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Opoayxr: CEHAJIE", TABJIETKM 13,5 mr

Batch No / Cepusa Ne: 485184 Batch Quantity / O6nem cepun:  5849packs / ynaxopok
AR No / Ananntuuecknii oruer Ne : ARF/283/2025|Date of Analysis / Jara ananuza: 15.12.2025
Date of Mfg / laTa npouzsoacrsa:  12/2025 Date of Expiry / I'ogen j0: 11/2028

Analysis performed according ND / Auanu3 nposenén no HJ/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Mokaszarenn

Result / PesyabTatsi

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTB MO Macce

Complies / CootBeTcTBYET

18/20 tablets NMT £ 7.5 % / 18/20 e Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + [5%

OHOPOAHOCTE 103HPOBAHHS

5 | Loss ondrying / TToteps B 1.9% NMT 6.0 % / He Gonee 6,0 %
Macce TIpH BBICYLLIHBAHHHU
6 | Dissolution / 79-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopenue He menee 70 % (Q) ceHHO31I0B yepe3 120 MHH
7 | Uniformity of Dosage units / AV=54 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
n=30

AV = L1. All values of xi must satis[y the
inequality:

[M-xif 0,01 = L2 = M.

LI=15.0;12 =25.0.

[Tokazarens npuemaemoctu s n=10 AV < L1,

B cnyuae, ecin 3nauenue AV npesbiigaer 1.
NPOBOAAT HCMbITaAHHE Ha caeayiouinx 20 odpasuax.
Jina n=30 AV < L1. Bee sHauenus xi 100K Hbl
YIAOBAETBOPSI T HEPABEHCTRY

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

L1 =150; [.2=25,0.

8 | Assay (Spectrophotometry)
Konuuectennoe onpenenexie
(CnektpodoTomeTpusi)

14.05mg/tab /

14.05mr1/Tad

From 12.15 to 15.53 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 10 113,0 %)
CCHHO3MIOB B NepecyeTe Ha cennosna B 8 oanoii
TableTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTeTcTBYET TpeboBaHnam HJ

Conclusion : APPROVED /
3aknioyvenue: OOBPEHO

Checked by QC In-Charge / —

Approved by QA In-Charge /
Soveet

HokymeHT npoBepeH OKK: T HokymeHT ogobper OOK:
Date / ; - ; Date / '
Nara: 2 e [ara: S-12-2025 ]

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel, Mumbai - 40001 3. India
At : Simchem Pvt. Ltd.. Plot No. 60-65. Tuem Industrial Estate. Tuem. Pernem Goa -403512




CERTIFICATE OF ANALYSIS

-

CEPTUPHKAT AHAJIU3A

Cipla

Page3 of 4 /Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485184

Batch Quantity / O6neM cepun:

5849packs / ynakoBok

‘AR No / Anaauruuecknii oruer Ne : ARF/283/2025

Date of Analysis / lata anannsa:

15.12.2025

12/2025

Date of Expiry / I'onen f1o: 11/2028

Date of Mfg / laTa npon3BojicTBa:

Analysis performed according ND / Anaan3s nposenéu no HJIL: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [MoxkazaTenn

Result / PesynbTarsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHInaparHapokcHoensoaTa
(BOXKX)

0.038mg/tab

0,038mr/Tad

0.028 — 0.056 mg/tab. / O1 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas 44cToTa

10a) | Total Aerobic microbial count /
O6uiee uncno aspobHbIX 40 Not more than 10" cfu/ g / He onee 10" /r
MUKPOOPraHu3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / OB1ee yncao <10
IJIECHEBbLIX H JIPOAKEBbIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OteyTcTBYIOT Not more than 10°/ ¢ / He Gonee 107 /r
bacteria/ YcToiuusble K
JIEHCTBUIO KETUH
rpamMoTpHUaTesibHble GaKTepuu

10d) | Staphylococcus aureus Absent /OtecyTersytor Absentin 1 g/ OtcytctBue B | r

10¢) | Escherichia coli Absent /OTcyTeTBYIOT Absentin 1 g/ OtcyrctBue B I 1

100 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g / OtcyTcTBue r 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT cooTBeTcTRYeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknioyeHue: OQOBPEHO

Approved by QA In-Charge

Checked by QC In-Charge / £ oo [ 5
[lokymeHT npoepeH OKK: =1 [okymerT ofobper OOK: y@&
E:iea./ LS P ronA™ B:::_’l \S-\2-2028

FMQC003-15-10

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

-

Page4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns No: 485184

Batch Quantity / O6sem cepun:  5849packs / ynakosox

AR No / Ananuruuecknii oruer Ne : ARF/283/2025

Date of Analysis / JlaTa ananuza: 15.12.2025

Date of Mfg / [lata npoussoacrea:  12/2025

Date of Expiry / I'osen jg0: 11/2028

Analysis performed according ND / Auanu3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / Pesynbrarht Specification / Hopma
0

- Test / [TokaszaTensb

11 | Package / Ynakoska Package / Ynakoska - 20 tablets |Package / Ynakoska - 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. / ITo 20 tabnerok B 25 patient information leaflets in a carton. / Ilo 20
bnucTep U3 NIEHKH TabneTok B OJHCTEP U3 NJIEHKH TPEX CIOIHOIH
NOJMBUHHIXIOPHAHOMH (MBX/TI2/MB/AX) n amomuanesoii donsru. [lo 2
(MoAUITHNEHOBOI/ nnu 3 dnuctepa BMECTE ¢ MHCTPYKUHEH no
MOIMBUHWIHACHXIOPUAHOMR) U | TPUMEHEHWIO B KapTOHHYH0 nauky. ITo 20 tabaetok
aMOMHUHHEBOI onbru, no 25 B ONUCTEP M3 MJICHKH NOJMBUHHIAXTOPHIHON
GJHCTEPOB B KAPTOHHYIO MAYKy  |(NOJHITUICHOBOI / NOAMBHHUAMAEHXAOPUAHOI) 1
C BIIOMEHHEM 25 UHCTPYKUHIT anoMHuHueBoit (onbru, no 25 Gaucrepos B
MO NPUMEHEHUIO. KapTOHHYIO NAuKy ¢ BOKEHUEM 25 HMHCTPYKUMil N0

NPUMEHEHUIO.

12 Labeling / Mapkuposka According to ND /
B cootretcrsun ¢ HJJ

13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C./ B cyxom mMecTe npu Temneparype we |

XpaHeHHs sbite 25 °C.
14 Shelf life / Cpok roaxocTu 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

lNMpumeyvanue: MNpoaykT cooTeeTcTByET Tpebosanuam HA | 3aknioyenne: OJOBPEHO

Checked by QC In-Charge / e
HokymeHT nposeper OKK: e e

| Approved by QA In-Charge /
PP y 9 %,up

HokymenTt ogobpen OOK: /

Date /

fata =12 oy

| fara

Date /
Ci7-21%

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




MASTER COPY

Authorized By (QA Head) e
Sign & Date: @%2 22

MASTER FORMAT
— pLo'IlYI Nl‘:.‘g_";lg,m' 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: Senmdic Tahlex Previous Batch No.: 12512 2 IineNo.: =, II

Product Name: Sencode Toablet 5 2 Batch size: 570000 hgs
. Export Order No.: 9506552 /10 BatchNo. : 485184 /cat10552 F0C0C0C Nos

Mfg. Date: 12 /202=  Exp.Date:_11/202¢ Date of inspection: from g1 (2 25 to 08 iz2-25

Keys: ¥ = complies/OK , NA =Not Applicable , - =No defects are observed ,

X=Does not comply

Sr. SHIPPER NUMBER
No. REERCES ol % |25 |ze |45 |sa |\
1. | Shipper Top / Bottom Taping 4 o e i ™ i \
2. | Shipper Overprinting / Labelinig e o v o < o X
3. | Packer Name antf? |y angy ) s kel | (idhi | yidhi . Vo
4, Shipper Fill Value (ico x25 x20) | e o i g - \T‘ﬁ x 25 % 20¢)
Outer Carton Overprinting/ \ NA \ \
5. Serialization NA NA N A NA N A \
Inner Carton Overprinting/ / s s - |
O | Seridlization ¥ A R a
7. | Broken tablets i — —
8. | Missing Leaflet — = * -
9 Blister Ovérprinting / Smudging o o 2 i )
| Embossing i LN 20 R I
10. | Missing units/Extra units = - -
11. | Chipping/ Mottled Tablets == - — -
12. | Spot/ Powder In Blister / Tablets o =
13. | Sticking / Picking = =
14 Sealing/foil/ pinhole/ forming . . - N A
" | defects RS
15 Blister /Wrinkles / Improper - | feg2
" | Knurling/ Torn pocket B
16 Foreign Product/Foreign/ N N
" | extraneous Material N
17 Wrong appearance/different shape .
" | of tablets/blister B
18. | Colour of tablets o ¢ e ‘ o -
19. | * Other defect :
21. | Total Defects = |
22. | Total replaced Units A NA AA N A N A MA |
23. | Shipper weight of each shipper ) WY P Sy . - i
after inspection (kilogram/gram) Ze-Sae X BpES Se REEE)
o o R s o 2
Done By . e A ',_,M\ L3 o » {\o‘ f;*“‘h | |
RN SN RN IR ISR R -
Checked BY Z. i3 a5 0691225 |pg2 25 |og4z25 | 6@z 25 [ - ;__ \
Confidential Document Restricted circulation FORMAT NO - FMQA048-02-01

0512237



'MASTER COPY

B

(Packing Officer)

(QA Officer)

SE Authorized By (QA Head)
. Sign & Date: 0327
" MASTER FORMAT
R it = |mse PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
. Ref. Doc. No. | QA/048 Page No. 2 of 2
INDIA.
FINAL INSPECTION CHECKLIST:
Total shippers packed in Total shippers checked in batch
Batch 52 Full + 0l Lewose vé
Total Quantity packed T —— % of Pack Stock carried out on i
batch
Defect Observed -
* If any Other defect observed _
Nature Of Defect Observed ( Critical, Major, Minor)
Action Plan For Defect KA
Corrective Action And Preventive Action ( CAPA) KA
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection 5 i
Total Replaced Unit Blister/Carton/Shipper m
B
Certified By: @02 W22 s Rechecked By: *@93 '2-2025  Approved By: ; /ﬁ'l "’

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

FORMAT NO : FMQA048-02-01
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