Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Brand Name :Senade

Generic Name :Sennoside Tablets 13.5mg

*Lot / Packing Batch number :485175

| *Manufacturing Batch number:NA

Importing Country

:Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10

Quantity released: 5842X25X20's

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

Name and address of
Marketing Authorization
Hotder:

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

Strength / Potency :

A &B as Calcium Salts.

Senna extract equivalent to 13.5 mg of Sennosides

Dosage form :Uncoated Tablets

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

: 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 :485175

[ 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
Authonity 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). Deviakion No. OR | 8C |25 -00y

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

Name and positionftitle and

: Puja Kashalkar.

release

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

[l

Date of signature

O0A 122025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIH3A

Page § of 4/ Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE", TABJIETKHY 13,5 mr

Batch No/ Cepusa Ne; 485175

Batch Quantity / O6vem cepun:  5842packs / ynakosok

AR No / Auaantnuecknii oruer Ne 1 ARF/267/2025 | Date of Analysis / lata anannza:  04.12.2025

Date of Mfg / JaTta nponssoacrsa:

11/2025 Date of Expiry / T'ogen no: 10/2028

Analysis performed according ND / Ananus npoBeaén no H: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, mam. Ne 1 ot 09.07.2024

Test / lNokazaTens

Result / Peayaeratel Specification / Hopma

1| Description / OmucaHue

Complies / CooTBeTcTBYET Flat circular tablets from brown to dark-brown with

bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and centrat break-
line on the other. / [Inockue kpyrnbie TabaeTiu co
CKOLIEHHBIME KPasMH OT KOPUYHEBOTO 10 TEMHO-
KOPHYHEBOrO UBETA ¢ BKparieHusMu. Ha onnoi
cTopone TabneTku Buidasiedo cioso «CIPLA®, Ha
apyroil - THHUS pazioMa.

2 Identification / [TomIHHBOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpaurMBaHHe aMMWAYHOTO PacTBOPA B KPacHIil
AHTanHHOHOBble FAHKO3KHbI
LRBCT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should

(BKX)

Metuanaparnapoxcubenzoar

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl.
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpema
YIEpKHBaAHUA OCHOBHOIO NHKA Ha XpoMaTorpamMme
UCTILITYEMOMO PACTROPA A01KHO COOTBETCTBOBATH
BPEMEHH YAECPHKHBAHHA CCHOBHOTO IHKA Ha
XPOMAaTOrpaMme CTaHAapTHOTO pacTBOpa
meTuInaparuapokcrbensoara (pasoen
«MeTunnaparnapokcubeH30aT).

(8]

macca

Average weight / Cpenxss

192.36mg / 192.36Mr 189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MpumMeuanue: MpoaykT cooreeTcTRyeT TpebosarHuam H | 3akmouenue: ONOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / v Approved by QA in-Charge / wend
Dokymert nposeper OKK: c-vf"w JokymeHnT ogobpeH COK: g"\/l
E:Erea..i O4r Yo Hg&;’f CA\2 20290

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

- CEPTH®UKAT AHAJIU3A
_ Page2 of 4/Crp. 2 uz 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No/ Cepuss Ne: 485175 Batch Quantity / O0nem cepun:  5842packs / ynakosok
AR No / Anasnragecknii otuer Ne : ARF/267/2025 | Date of Analysis / lara anaauza: 04.12.2025
Date of Mfg / laTa nponssoacrea:  11/2025 Date of Expiry / 'oaen no; 10/2028
Analysis performed according ND / Ananus nposenén mo H/I: IT N013745/01-180522, amend No. 1 dated
[09.07.2024 / 11 NO13745/01-180522, uam. Ne 1 or 09.07.2024
Resuit / PeayabTaThl ] Specification / Hopma

N Test / [Tokazarens

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT = 7.5 % / 18/20 He Gonee = 7.5
OnHOPOAHOCTh NO Macce %

_ 2/20 tablets NMT =15% / 2/20 e Gonee = 15%

5 | Loss on drying / [loteps 8 1.8% NMT 6.0 % / He bonee 6.0 %

MACCC [HPH BbICYLIMBAHHH

6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cernoznaes depes 120 MuH

7 | Uniformity of Dosage units / AV =61 The acceptability index forn= 10 AV < LI,
QAHOPOIHOCTh JO3HUPOBAHNA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
i n=730
! AV < L1. All values of xi must satisfy the
inequality:
[M-xi| 0,01 x L2 x M.
LI=150:1L2=250.
TokazaTesb npueMneMocty ama n=10 AV < L1,
B cay4ae. ecnu 3navenue AV npesiwaet L1,
NpeBOAAT HCTBITAHME HA caenylomux 20 odpasuax.
Jna 0=30 AV < L1. Bce 3HaUCHUA Xi ZOKHEI
YA0BIETBOPATL HEPABREHCTBY!
IM-xi| < 0,01 x L2 x M.
L1=150,12=250.

8 | Assay (Spectrophotometry) f From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE onpeneseHue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpodoToMeTpHS ) Ot 12,15 20 15.53 mr {o1 90,0 g0 115,0 %)

14.09Mmr/Tab CEHHO3UIAOB B NepecyeTe Ha cenHo3ua B s onwoii
TabNmeTKe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: NpogykT cooTseTcTBYeT TpeboBanuam HA | 3aknoyenue: OQOBPEHO
Checked by QC in-Charge / - " Approved by QA In-Charge / CoP
OoxkymenT npoeepeH OKK: El—w - DokymeHTt 0p00pen OCK: ﬂl/‘
Date / : Date /
[aTa: O4 2 1oy Nara: CA L 2 0rs

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

-

CEPTUOHUKAT AHAJIU3A

Page3d of4/Crp.3n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE®, TABJETKH 13,5 mr

Batch No/ Cepust Ne: 485175

Batch Quantity / O6nem cepri:

5842packs / ynakosok

AR No / Ananatuuecknii oruer Ne : ARF/267/2025|Date of Analysis / Jlara anannza: 04.12.2025

Date of Mfg / Jata npoussogcrea: 1 1/2025

Date of Expiry / Togen no:

10/2028

Analysis performed according ND / Auau3 npopeaén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 or 09.07.2024

Test / TloxkazaTenh

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHanaparnipokcudeHzoaTa
{B3XKX)

0.039mg/tab

0,0539mr/Tab

0.028 — 0.056 mg/tab. / O1 0,028 1o 0.056 mriTab.

10 | MICROBIAL LIMIT TEST/ MukpoGHOIOrnyueckas YHeToTd

10a) | Total Aerobic microbial count /
Obuiee 4ynuc10 aIpodHbBIX 30

MHKPOOPTaHH3MOB

Not more than 10" cfu/ g/ He 6osee 10° /0

10®) | Total combined yeast and mould Not more than 10” c¢fu/ g /He Gonee 10° /r
count / OBtuee yueno <10
NJECHEBLIX M IPOMKIKEBBIX
rpubos

8¢} | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107 / g / He Gonee 107 /r
bacteria/ YcToflunsble K
AeHCTBHIO KeTUH
rpaMOTpHUATENbHblE DaKTepUl

16 d) | Staphylococcus aureus Absent /OTcyTeTBYHOT Absentin | g/ OteyTetBue B | T

10 ¢} | Escherichia coli Absent /OTcyTCcTBYIOT Absentin | g/ OtcytcrBue B | r

160 | Saimonella Absent / OTcyTeTBYIOT Absentin 10 g / OtcyTcTene B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cocteeTcTaYeT TpebosaHnam HI

Conclusion : APPROVED /
3axnwyenue: OJOBPEHO

Checked by QC In-Charge / \
HokymenT nposepeH OKK: '-'—",L S

Approved by QA In-Charge /
HokymeHT 0nobpen OOK:

St

Date /

[ara: Oft 11 e

Date /

[ara: O4-\2-2025

FMQC003-15-10

Cipla Ltd..Cipla House. Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem. Pernem Goa 403512
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Cxp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485175

Batch Quantity / O6beM cepun:

5842packs / ynakoBok

AR No / AHanaTuveckmii oTuer Ne ¢ ARF/267/2025

Date of Analysis / aTa ananmza: 04.12.2025

Date of Mfeg / laTa npousBojcTBa:

11/2025

Date of Expiry / I'ogen g0:

10/2028

Analysis performed according ND / Auaus nposeaén no HJL: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [TokaszaTens

Result / Pe3yabTarhl

Specification / Hopma

11 | Package / ¥ nakoBka

Package / ¥nakorka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil. 25 blisters with
25 patient information leaflets in
a carton. / [To 20 Tabnetox B
OIUCTEP W3 (IEHKH
MOJHBHHLIXIOPHAHOH
(MOJMITHIEHOBO/
FIOMBWHHITHIEHXIIOPHUAHCH) 1
aNKMHBUCBOM Donbr, no 25
0IMCTEPOS B KAPTOHHYIO MAuKy
€ BIIOWEHNEM 25 HHCTPYKUHH
Mo fpUMEeHEHHEO.

Package / Ynaxkoska - 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
1ab1eTOK B §IUCTEP W3 MLIEHKH TpexcaohnHoi
(NMBX/MITBAX) v antomuHuesoit doibri. [lo 2
Uk 3 6McTepa BMeECTe C MHCTPYKLMEDR (1o
[PUMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnetok
B OMHCTER U3 MIECHKH NOJHBHHUIXNOPHIHORA
{TOIMATUIIEHOBOH / TONTMBUHUNHASHXNOPHIHON) K
AMOMHHHEBOH Q0abrd, Mo 25 Gnncrepos B
KAPTOHHYH) MAUKy ¢ BAOWKEHHEM 25 HHCTPYKUHE No
NPHMEHEHUIQ,

12 Labeling / MapkupoBka

According to ND /

B cooteetctsnu ¢ HJL

13 Storage conditions / Y¢0BHsA
XPpaHeHUS

In a dry place, at temperature below 25 °C, / B cyxoM MecTe npn TeMnepartype He

Beiwe 25 °C.

14 Shelf life / Cpox rogHocTH

3 years/ 3 roma

Remarks . The Product conforms to ND/
Npumeyanne: Npoaykr cooteeTcTByeT Tpebosannam HO

Conclusion : APPROVED /
3aknwyenue: OJQOBPEHO

Checked by QC In-Charge/ _
DokymeHT nposepeH OKK: L’w

Approved by QA In-Charge /
JoxymeHT opobpen OOK:

Date /

O 1 <
[ara: 12 e

Date /

X Q422X
OaTa:

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 FORMAT

MASTLR COPY]

L)

Authonzed By (QA Head) LS
Sign & Date; W '

SIMCHEM PVT. LTD. |
PLOT No. 6665, Title PACK STOCK INSPECTION CHECKLIST -EXPORT j
TUEM INDUSTRIAL ESTATE,
TUEM ,PERNEM ,
GOA — 403512, Ref. Doc. No. | QA/048 Page No. " 1of2
INDIA.
Previous Product Name: Seyade Tahlek Previous Batch No.: 485174 LineNo.: 1, T
Product Name: Senrade Talblekr ” Batch size: 570-cco kas
Export Order No.: 9506552 /1g Batch No. : ¥ 8517 5/sAT050, 20°°Cce TS
Mfg. Date: 11/2c02 5 Exp. Date: yo/2028 Date of inspection: from 2¢-\v\. 25 o 273y 25
Keys: ¥ = complies/OK , NA =Not Applicable , - =No defects are observed , X= Does not comply
Sr. | SHIPPER NUMBER
No. DEFECTS v | 15 | 25 | 32 | 45 |54
1. | Shipper Top / Bottom Taping, - v - - v - \
2. | Shipper Overprinting / Labeling il - v v v - \
3. Packer Name Pra¥ikshad pra¥ikshed sanoya [Havshade Aasthalphakh \
4. | Shipper Fill Value (\6oX15x2¢'5)| v~ v v v v i \ ok [(42x25X2075)
5. | Quter Carton Overprinting/ NA | MA | NA L RA | NA | NA \
Senalization
6 Innf:LQar.ton Overprinting/ — — — — — —
Senialization
7. Broken tablets - - - - — -
8. | Missing Leaflet - - - - - -
- - + A
S Blister (_)vcrprmtmg / Smudging — ~ - — o — \
Embossing
10. | Missing units/Extra units - - - - = - \
11. | Chipping/ Mottled Tablets — ~ - - - ~ rl A
12. | Spot/ Powder In Blister / Tablets — - - - ~ - ‘ \ 7 .5
13. | Sticking / Picking - - - - - - 2
Sealing/fo1l/ pinhole/ forming _ - l
14. - - _ _
defects
15 Blister /Wrinkles / Improper _ _ _ _ - ‘
| Knurling/ Torn pocket B
i6 Foreign Product/Foreign/ _ _ _ _ - _
" | extraneous Material
17 Wrong appearance/different shape | _ _ _ -
" | of tablets/blister ~
18. | Colour of tablets el v - v ~ v \
19. | * Other defect - - - - -~ ~
21. | Total Defects - - - - - -
22. | Total replaced Units NA N A NA | RA NA NA \
23. | Shipper weight of each shipper \
. - . . 485 [2V-H40 [z2Vv.085 (2. 10
after inspection (kl[éfgrax gram) 243430 |2y 2 2\-095 12130 (100020
Done By Snehal [Snehal [Snetaal DeePali-Nipee pati-N pecpolin \
B | B B
Checked By 2740 25 |27 W 251271 25 7S (27 125 270025
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-01
{_, \C' N . /¥
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MASTTR COPY

Authorized By (QA Head)
Sign & Date: %{;to;--wﬁ

. MASTER FORMAT
SIMCHEM PVT. LTD. '
PLOT No. 60-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA — 403512, Ref. Doc. No. | QA/048 Page No. 9 of2
INDIA.

FINAL INSPECTION CHECKLIST:

Total shippers packed in | -, Full + o) Loose Total shippers checked in batch

og
Batch
Total Quantity packed 58472 K25 X285 % of Pack Stock carried out on .
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) NA

( If Applicable For Details Enter CAPA Number)

Decision For Further Pack Stock Inspection WA

Total Replaced Unit Blister/Carton/Shipper NA

- Not

Certified By: B35 Rechecked By: R Approved By: /&!/ﬁw’(
(Packing Officer) (QA Officer) (Quality Assurance Head / Exccutive)

Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-G1
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