h BATCH RELEASE CERTIFICATE
- (FOR RUSSIA / BELARUS)

Cipla Ltd.

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485180

| **Manufacturing Batch number:NA

Importing Country  :Russia

SA

Customer :Dr.Reddy’s Laboratories

Sales Order No. :9506552/10

Quantity released: 5845X25X20’s

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

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

Name and address of
Marketing Authorization
Holder:

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

| Type of Pack : Blister

Dosage form :Uncoated Tablets

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 | Simchem Pvt.Ltd.

Manufacturing site /| Plet 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 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 :485180

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

Cwithout 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 batch
release

Signature  of  person |

authorizing the batch
release

Date of signature

: Puja Kashalkar.

Quality Assurance Executive.
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem industrial Estate,
Tuem Pernem,

Goa - 403512

India

7 \_ b

WA 2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3A

Page 1 of 4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 485180

Batch Quantity / O6bem cepun:  5845packs / ynakosok

.|AR No / Awanuruuecknii oruer Ne ; ARF/278/2025

Date of Analysis / Jlara ananuza: 11.12.2025

Date of Mfg / Tara npoussoacrsa:

11/2025 Date of Expiry / T'oaen go: 10/2028

Analysis performed according ND / Ananus nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Result / Pesyabrarsi

Specification / Hopma

(HPLC)/
Merunnaparuapokcubensoat
(BOXKX)

CootBetcTByet

No
Test / Ioxkazarens
1| Description / Onucanue Complies / CoorBercTayer 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 kpyrisie TaGaerku co
CKOLLEHHBIMHU KPasiMH OT KOPHYHEBOI'O JIO0 TEMHO-
KOPHYHEBOrO UBETA C BKparieHusMu. Ha oinoit
CTOpOHE TadJIeTKH BblAaBieHO ciioBo «CIPLA», na
NPYTO#i - JINHHUS pa3oMa.
2 | Identification / IloanuunocTs
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsetcTByer OkpauiBanie aMMHaYHOTO PAcTEOPa B KpPAcHbIil
AHTPaxHHOHOBBIE TITHKO3HIbI
LIBET.
2b) | Methyl Parahydroxybenzoate - Complies / Retention time of the principle peak in the E

chromatogram of the sample solution should |
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl \
Parahydroxybenzoate standard solution (refer test |
«Methyl Parahydroxybenzoate») / Bpems |
VIACPKHBAHHA OCHOBHOTO ITHKA HA XPOMATOIpaMMe
HCTIBITYEMOTO PACTBOPA J0JIKHO COOTBETC TBOBATE
| BpCMEHH Y/IEPAKMBAHUS OCHOBHOIO [THKA Ha ‘
XpoMaTorpaMme CTaHAapTHOro pacTBopa ‘
| MeTunnaparuapoxkcubensoara (pazaen }
«Metunnaparnapokcnbensoar). {

|V

Average weight / Cpeansist
macca

193.54mg / 193,54m1

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

I

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooTBeTCTBYET TpeboBaHnaM H/

Conclusion : APPROVED /
3aknwyeHue: OO0OBPEHO

Check
Hokym

ed by QC In-Charge / ;(‘ §

eHT npoBepeH OKK:

Approved by QA [n-Charge / i
| HokymeHT ogobpeH OOK; ﬁ}\‘“’?ﬂ

Date /

—
1ls 18 )X

' Date /

iz 22§

| Hata:_

[fata:

FMQC003-13-10

Cipla Lid..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

-

CEPTHOUKAT

AHAJIMA3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485180 Batch Quantity / O6bem cepun:  5845packs / ynakosok
AR No / AsannTuveckuii otuer Ne : ARF/278/2025 |Date of Analysis / Jlata apaansza: 11.12.2025
Date of Mfg / Jlata npouzBoacrea: 11/2025 Date of Expiry / I'ogen go: 10/2028

Analysis performed according ND / Ananu3 nposenén nmo H/I: T1 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

_

Result / PesyabTaTn! Specification / Hopma

e Test / IlokazaTenn

4 | Uniformity of weight / Complies / CootBeTcTByeT 18/20 tablets NMT + 7.5 %/ 18/20 ue 6omee + 7,5
OaHOPOAHOCTDL MO Macce %

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

5 | Loss on drying / [Toteps B 2.2% NMT 6.0 % / He 6oaee 6,0 %

Macce MpH BbICYILIHBAHHK

6 | Dissolution / 77-93% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cenHo3naos yepes 120 Muu

7 | Uniformity of Dosage units / AV =6.2 The acceptability index forn= 10 AV <L1.
OJHOPOIHOCTh 103MPOBAHMS 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:

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

L1 = 1§.0; L2 =251,

[Mokazarens npuemnemoctu aas n=10 AV < L 1.

B ciyuae, ecniu 3vavenue AV npessiivaer L1,
MPOBOAAT UCIIBbITAHKE Ha cnenyrowux 20 obpasuax
Jdnsn=30 AV < 1. Bece 3Ha4eHus Xi ZODKHDI
YIOBAETBOPATE HEPABEHCTBY:

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

L1=15.0; 1.2 =25.0.

8 Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonwntiecTsenHoe onpenenexue 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpus) Or1 12,15 10 15.53 mr (o7 90,0 5o 115,0 %)

(4. 07 clvab CCHHO3HMJIOB B N€pecyeTe Ha ceHHO3MA B B oxnoi
rabnerke.

Remarks ' The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanme: pogykr cootseTcTeyeT TpebosaHuam HI | 3aknwyenne: OOOEPEHO
Checked by QC In-Charge / (/:f{ < Approved by QA In-Charge / ;‘@\LD—P
[okymeHrT npoeepeH OKK: < JokymeHT opodper OOK: P
Date/ \, ., , ., < Date /
Jata i Hata: _ Wiy -Sear
FMQCO003-15-10
Cipla Lid.,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
3 CEPTUOUKAT AHAJIU3A

Page 3 of4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 485180 Batch Quantity / O6nem cepun:  5845packs / ynakoBok
AR No / Ananntnuecknii oruer Ne : ARF/278/2025|Date of Analysis / Jlara anannza:  11.12.2025

Date of Mfg / lara nponssogcrsa:  11/2025 Date of Expiry / T'onen no: 10/2028

Analysis performed according ND / Ananun3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PesyibTaTsl Specification / Hopma

Test / Ilokazarens

9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubensoara ©0,039Mr/146

(BXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOnonornueckasi 944cToTa

10a) | Total Aerobic microbial count /
Ob1uee unesio aspoOHbIX 20
MHKPOOPraHH3MOB

Not more than 10" cfu/ g / He Gonee 10 /r

10bk) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / O6uiee uncno
IJIECHEBbIX W APOKKCBLIX

rpuboB

<10

10¢) | Bile tolerant gram-negative Not more than 107/ g/ He Gonee 107 /r
bacteria/ Ycroityusblie K
NeHCTBHI) KeTHH

'paMoTpHLATE/IbHbIC 6aKT€pH H

Absent /OTcyTeTBytoT

10°d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OtcytctBUe B 1 T

10¢) | Escherichia coli Absent /OTcyteTyioT Absent in | g/ Orcyrereue B 1 ¢

160 | Salmonella Absent / OTeyTCTBY101 Absentin 10 g /Otcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT coorBeTcTByeT TpeboBaHusim HJ

Conclusion : APPROVED /
3aknwyernue: O0OBEPEHO

Checked by QC In-Charge / (— (=
HokymeHT nposepeH OKK:

Approved by QA In-Charge / - ‘
HokymerT ogobper OOK gai o

Date /
dara:

| Date /

| Oata 1122008
S

FMQC005-15-10

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 CEPTHOUKAT AHAJIM3A

Page 4 of 4/ CTp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepust No: 485180

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

4

AR No / Aganuruaecknii orger Ne : ARF/278/2025

Date of Analysis / lara anannza: 11.12.2025

Date of Mfg / laTa npoussoacrea:  11/2025

Date of Expiry / Togen a0:

10/2028

Analysis performed according ND / Ananus nposenén no HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IMokazaTenn

Result / PesynabTaTnl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OaucTep U3 NIeHKH
MOJIHBUHHITXIOPHAHO H
(noaudTUIEHOBOT/

Mo NpUMEHCHHIO.

Package / Vnakogka - 20 tablets

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

NMOMUBHHHUIMACHXTOPHAHOM) H
AMIOMHHUEBO# (PoNbru,
OJMCTEPOR B KAPTOHHYIO TAYKY
C BJIOJKEHHEM 25 HHCTPYKUMit

Package / Vnakoska - 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
TabneTok B OIMCTEP M3 IUIEHKH TPEXCAOHHON
(MIBX/II3/TIB/IX) 1 amomuHueBoii (oasru. [To 2
WM 3 GuMcTepa BMECTE ¢ HHCTPYKLIHEH 110
NPUMEHEHHIO B KapTOHHY0 nauky. [To 20 tabnerok
B OJMCTED W3 IUIGHKH MOJIHBHHUIXTOPUAHOI
(MOAMITHUIRHOBOH / MOMMBUHWITMICHXJIOPUIHOMN) H
ATIOMUHHUEBOI (onbru, 1o 25 GnucTepos B
KapTOHHYIO Ma4Ky ¢ BIOKEeHHEM 25 UHCTPYKUMIL Mo
IPUMEHE HHIO.

no 25

12 Labeling / Mapkupogxa According to ND /

B cooTtsetetsun ¢ HJL

13 Storage conditions / Venosus

XpaHeHHs Bhie 25 °C.

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

14 Shelf life / Cp(;x rOJIHOCTH

3 years /3 roja

Remarks : The Product canforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge / S e, 0

Approved by QA In-Charge / _--

P 2w af
[okymeHT nposepeH OKK: = o~ [okymeHT ogobpex OOK: /’\fh‘//
Date / : Date /
fara; \\- 12 e s Nata: W1 -2e28”

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai -

EMQC003-15-10

100015, India

At : Simchem Pvt. Ltd., Plot No. 60-635, Tuem Industrial Estate, Tuem, Pernem Goa -403512

—



. MASTER COPY
"%" Authorized By (QA H;aa 9 .5

Sign & Date: "o
MASTER FORMAT
SME%-IM NIJX;TJGIS',TD' Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
st Ref. Doc. No. | QA/048 Page No. -
INDIA.

Previous Product Name: Sencade  Teblet Previous Batch No.: 4 ¥ 51719 LineNo.: T, T1r
Product Name: __Senade Tabiel : . B i Batchsize: S7o.voc LN,
Export Order No.: 94Scessafio Batch No. : F8518 Q[sarog0q 3090000 n&s
Mfg. Date: \\|2025  Exp.Date: 19| 2013 Date of inspection: from ©3-12- 1< t0_eo¢ (1S

Keys: \ = complies/OK , NA =Not Applicable , - = No defects are observed , X=Does not comply

Sr. SHIPPER NUMBER
‘ DEFECTS )
No. o\ 14 27 28 49 59
1. | Shipper Top / Bottom Taping e — - e = — X
2. Shipper Overprinting / Labeling o o - — - - \
3. Packer Name PrahkShe [ Prachi  |Shobhnensi] AaSilyq | S®N%Y s | Sanayg \
4, Shipper Fill Value (100 v 25 x1¢)] — — — - P \”(L-,S X LS| x 2o7)
5. Sq.tc;‘ier]' - Ovexprintong! A A NA A A NA A
6 Inner Carton Overprinting/
) Serialization - = il =
7. | Broken tablets — ~ = - -
8. | Missing Leaflet - _ , i ==
Blister Overprinting / Smudging
9, = o5 - & & i
Embossing

10. | Missing units/Extra units = - . ~ =
11. | Chipping/ Mottled Tablets - - - - =
12. | Spot/ Powder In Blister / Tablets . : - - =

13. | Sticking / Picking - - > =
14 Sealing/foil/ pinhole/ forming - _ . - -
" | defects
5 Blister /Wrinkles / Improper : _ B -
" | Knurling/ Torn pocket B
16 Foreign Product/Foreign/ - )
" | extraneous Material
17 Wrong appearance/different shape - = : ~
" | of tablets/blister

18. | Colour of tablets " _ i e s
19. | * Other defect o = : -
21. | Total Defects - ) ' B

22. | Total replaced Units N (N A A A NA
23. Sthperwelght of‘eec_:h shipper TORPON W T (S (—
after inspection (kilogram/gram) \
™ d o o

Done By A o e e

- ot 5et e ot el

= e Ty | B = = | .

CheckedBy L}QJ 2y onartong |en g [es v us| oy i as]esn l
Confidential Document Restricted circulation FORMAT NO - FMQA048-02-01
A Cyvovy foxyveched

B ou 4




rd

é%%

MASTER FORMAT

'MASTIR COPY

Authorized By (QA Head)
Sign & Date: T02r29

SIMCHEM PVT. LTD.

PLOT No. 60-65, Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA - 403512,
) INDIA.

Ref. Doc. No.

QA/048

Page No. 20f2

FINAL INSPECTION CHECKLIST:

Total shippers packed in
Batch

ST Fol

+ ol LoceSe

Total shippers checked in batch

o6

Total Quantity packed s

SeLS X

e b

% 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

NA

Corrective Action And Preventive Action ( CAPA)
( If Applicable For Details Enter CAPA Number)

NA

Decision For Further Pack Stock Inspection

\\)P\

Total Replaced Unit Blister/Carton/Shipper

NA

Rechecked By: - N e

5 . "2.C

Approved By:

Certified By: ;{j'ou {228

(Packing Officer) (QA Officer)

ST anr

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

FORMAT NO.: FMQA048-02-01
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