Cipla Ltd.

BATCH RELEASE CERTIFICATE

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

(FOR RUSSIA / BELARUS)

*Lot / Packing Batch number :485177

| *Manufacturing Batch number:NA

Imparting Country  :Russia

Customer Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10

Quantity released. 5846X25X20's

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

Name and address of
Marketing Authorization
Holder:

Lower Parel, Mumbai, India

H

Cipla Ltd., Peninsula Business Park

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

Dosage farm :Uncoated Tabilets

| Package size ; 25X20’s

Type of Pack : Blister

Mfg. Date :11/2025

Expiry date :10/2028

r *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
1 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 iot/ 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 :485177

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@ﬁrﬂ__e_\né@ assessed as having no
effect on the quality of the finished product. Details of any such
deviations are appended). peviation No* DRIQC]25-0cy

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

Name and position/ftitie 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 | : p
authorizing the batch /

release

Date of signature ®%\2- 2015
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJAH3A

Cipla

Page 1l of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE*, TABJIETKH 13,5 mr

485177

Batch Quantity / OdneM cepun:

5846packs / ynakoBok

Batch No / Cepua Ne :

AR No / Ananmradecknii oruer Ne : ARF/271/2025|Date of Analysis / laTa anaamza: 08.12.2025

Date of Mfg / /laTa npoH3BocTBa;

1172025

\Date of Expiry / T'onen go:

10/2028

Analysis performed according ND / Ananu3 nposeaén no HJ/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / MokazaTenn

Result / Pe3ayabrarhl

Specification / Hopma

1 Description / Onucanue

Complies / CooTBETCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA

imonogram embossed on one side and central break-

line on the other. / [Inockxue kpyrisie TabneTky co
CKOLIEHHBIMH KPAsMH OT KOPHYHEBOTO 10 TEMHO-
KOPUUHEBOrO UBETA ¢ BKPAMISHHAMH, Ha oaHOH
cTOpOHe TabneTky BbraaBIeHO cnoBo «CIPLAY. Ha
ApYTOH - IMHYA paznoma.

3]

Identification / [loan®nHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OKpalwmBaHie aMMHAUHOrO pacTBOpa B KpacH.Ii
AHTanMHOHOBbIe THHKO3HAbI
LBeT.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MetunnaparuapoxkcnbeHs3oar corresponds to the retention time of the principle
(BAKX) peak in the chromatogram of the Methyl

i Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewvs
yAEpAHUBAHHA OCHOBHOIO NHKa HA XPOMATOIPaMME
UCTILITYEMOTO PacTBOpPa 10JKHO COOTBETCTBORATE
BPEMEHH YIEPHHBAHHS OCHOBHOTO MHKa Ha
XPOMATOrPaMMe CTAHIAPTHOTO PAcTBOPaA
MeTHInaparnapokcnbensoara (pasien
«MeTtunnaparuapokcnbessoar).

[V}

Average weight / Cpennas
macca

191.68mg / 191,68mr

189.99 mg +7.5% / 189,99 mr £7.5%

Remarks : The Product conforms to ND/
fipumeuanue: Mpoaykr cooteercTayeT TpeboBaHuaM HI

Conclusion : APPROVED /
3aknwovenue: OQOBPEHO

Checked by QC In-Charge /
DokymeHT nposeper OKK: Q;E; Lo

Approved by QA In-Charge /
DokymeHT onotpeH OOK:

Date /

fata. 08 11 v=if

Date /

fara, 0g12-202¢

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 AHAJTH3A

Page2 0of4/Crip.2 n3 4

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

Batch No/ Cepus Ne: 485177 Batch Quantity / O6bvem cepun;  5846packs / ynakoBor

AR No / Ananutuuecknii otuet Ne: ARF/271/2025| Date of Analysis / lara anaausa: 08.12.2025

Date of Mfg / lata npon3soacTpa:  11/2025 Date of Expiry / I'oaen a0: 10/2028

Analysis performed according ND / Anann3s npopenén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, mam. Ne 1 o1 09.07.2024

Result / Pesynbetarsl Specification / Hopma

e Test / [Nokazatenn

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
OoHOPORHOCTL NO Macce %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5  Lossondrying/[loTepa B 1.8% NMT 6.0 % / He Gonee 6,0 %o

. MAcce fpH BbICYLIHBAHMH

6 | Dissolution / 80-91% NLT 70 % (Q) of sennosides in 120 minutes
Pactropenne He menee 70 % (Q) cennosnzo vepes 120 mun

7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV <L1.
QAHOPOAHOCTE 103MPOBANKA 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

inequatity:

iM-xi <0,01 x L2 =M,

L1=15.0,L2=250.

Hokazaresb npemneMoctd 418 n=10 AV < L1.

B cnyuae, ecau 3HaveHue AV npesslinaer Li, !
[POBOIAT KCHbITAHKME Ha clenyrownx 20 odpaiuax. ;
Ans n=30 AV < L1. Bee 3HaueHHT Xi TOMKHB
YIOBNETBOPATh HEPABEHCTRY:

IM-xi| £ 0,01 x L2 x M.

L1=150;L2=250.

8 | Assay (Spectrophotometry) f From 12.15 to 15.53 mg {from 90.0 to 115.0 %) of
KonuuecTsenHoe onpene;ieHye [4.06mg/1ab / sennosides calculated as sennoside B in one tablet. /
(CnekTtpohoTomeTpusn) Ot 12,15 a0 15.53 mr (ot 90,0 10 115,0 %)

14.06Mr/Ta6 CEHHO3HAOB B Nepecyere Ha ceHHO3HA B B 0j1HOM
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumesanue: MpoaykT cooteetcTeyeT Tpeboeaqwam HO | 3aknouenue: OQOBPEHO
Checked by QC In-Charge / sap Approved by QA In-Charge /

) Lo _ \caof
HokymenT npoeepeH OKK: g HokymeHT onobped OOK: /@_&/.
Date / : -~ Date /

RV2 e . 4

Oata < - 2 rors Jata; 08:\2L 2025

FMQCO003-15-10

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




Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJTH3A

Page 3 of 4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpeaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485177

Batch Quantity / O6bem cepusi:  S846packs / ynakoBok

|AR No / Araantudecknii otaer Ne ;. ARF/271/2025 | Date of Analysis / lata anaanza:; 08.12.2025

Date of Mfg / lara npon3soactea:  11/2025 Date of Expiry / Foaen no: 10/2028

Analysis performed according ND / Ananns nposenén mo H/L: IT NO13745/01-180522, amend No. 1 dated
09.07.2024 / TTI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Result / PesyabTaTthl Specification / Hopma
e Test / [lokazaTenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0,056 mg/tab. / Ot 0,028 1o 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
ConepaHue
MeTunnaparnﬂpoxcm’)emoam 0.043Mmr/Taé
(BXX)

[0 | MICROBIAL LIMIT TEST/ MukpoSHonOrHHecKkan 4ucToTa

10a) | Total Aerobic microbial count /
O0buiee 4o a3pobHBIX
MHKpOOPTaHH3MOB

10 Not more than 10" ¢fu/ g / He Gonee 107 /1

180 | Total combined yeast and mould
count / Obee qucIo

Not more than 107 cfu/ g /He Gonee 107 /1

<10
MIECHEBBIX H APOKIKEBbIX
rpudoB
10 ¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 107/ g / He Gonee 10° /1
bacteria/ Ycroiiumuebie k
AeHCTBIIO KeN4H
rpaMOTpHLATENBHEIC DAKTEPHH ’
10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin i g/ OtcytcTRue 8 1 r
HWe) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ Oteyteteue s 1 r
100 | Salmonella Absent / OTeyTeTBYIOT Absentin 10 g / Orcyretere B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumevanue: NpogykT cooTBeTCTBYET Tpebosanusm HO | 3akmwouenne: OQOBPEHO

Checked by QC In-Charge / ‘
[okymeHT nposepeH OKK: ’ff &

Approved by QA In-Charge /
OokymeHT ogobpeH QOK: %}Eﬁf—

Date /

[ara: BE (2 1e¥E

Date /

Nata: 0% \2-202%

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg. Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd.. Plot No. 60-635. Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS

LY

CEPTHOHNKAT AHAJIH3A

Cipla

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepua Ne: 485177

Batch Quantity / O6bem cepnu:

5846packs / ymaroroxk

AR No / AHanuTH4eckuii order Ne : ARF/271/2025

Date of Analysis / lara ananaza: 08.12.2025

Date of Mfg / Jata npoussoacrBa: 11/2025

Date of Expirv / T'ogen g0: 10/2028

Analysis performed according NI / Anaaus nposexén no H/L: Il N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, usm. Ne 1 or 09.07.2024

Test / [lokaszaTeas

Result / Pe3yJibTaTnl

Specification / Hopma

Package / ¥Ynakoska

Package / ¥Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I[To 20 tabneTox B
BaucTep M3 NAEHKK
MONTMBHHWIXJIOPHUAHOH
(MONUITHIEHOBOH/
TIOTUBMHUTHABHXIIOPUAHOR) U
ATOMHUHHEBOH (onbru, o 25
GNHCTEPOB B KAPTOHHYIO NAuKy
C BAOMEHHEM 25 HHCTPYKLKIA
110 MPUMEHEHHIO,

Package / Ynakoexa - 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
TaORETOK B OJIMCTED M3 NIIEHKH TpeXcaoiHoH
(MBX/ATDTIBAX) n anoMunuesod donsru. Mo 2
UM 3 GaucTepa BMECTE ¢ MHCTPYKUMKEH Mo
MPHMEHEHHIO B KApTOHHYIO mauky. [To 20 Tadnetok
B DAUCTEp U3 MISHKH MCAHBHHKIXIOpHAHOH
(MOAUITUIRHOBOH / NOAHBUHUARACHXIOPHIHOMH)
aTioMUHKeBol onbru, 0o 25 SancTepos B
KAPTOHHYE NAYKY € BIOKEHHEM 25 HHCTPYKUMI No
OPUMEHEHHIO,

12 Labeling / Mapknposka According to ND /
B cooTseTcTBUH ¢ HJL
13 Storage conditions / Ycnosns In a dry place, at temperature below 25 °C./ B cyXoMm mecte fipy TeMnepatype He
XPaHeHus Bbie 25 °C.
14 | Shelflife / Cpok roanoctu 3 years / 3 roda

Remarks : The Product conforms to ND/
MpuMedaHne: FlpoaykT cooreeTeTayeT Tpeboanvam HI

Conclusion : APPROVED /
3aknovenue: OGOBPEHO

Checked by QC In-Charge /
OokymeHT nposeper OKK: {/e’_’o

Approved by QA In-Charge /

Date /

Nata: €% PREP-Ir e

HokymeHT ogobped OOK: @\Sfaﬂ
Date/
Dara: 0% 12-1en s

FMQC003-15-10

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




Authorized By (QA Head) |
Sign & Date; %Toa

. MASTER FORMAT
SIMCBEM PVT. LTD.
PLOT No. 60-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT -‘
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM,
GOA - 403512, Ref. Doc. No. | QA/0438 Page No. lof2
INDIA,

Previous Product Name: Senade Tallet Previous Batch No:AB5176 LineNo.: 1, T,
Product Name: Senade  Talbled Batch size; 570-000 K95
Export Order No.: 9506552 /10 Batch No. 4 8 517 ?/5A7 0504 DOTCOCE TeS

Mfg. Date: \\ | 20725 Exp. Date: 1o )2028 Date ofmspecnon_ from 29-\2v 25 to 29-i1.1S

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

Sr. - SHIPPER NUMBER
Ne. DEFECTS ©\ 14 -4 3% 48 5
L Shipper Top / Bottom Taping v v v ~ - - \
2. | Shipper Overprinting / Libeling v v v v v - \
3. | Packer Name Sonol |Tejo [Proachi| Tedo |protikshel pyid
4. | Shipper Fill Value {leex25x2¢'s)| v’ v v v e \ Mo w18 . qar)
5. Out_er _Caljton Overprinting/ N A NA NA NA NA VA
Serialization
6. Inne‘r/ _Carfon Overprinting/ — — o P — _
Serialization
7. Broken tablets - - - - - -
8. | Missing L eaflet - - - - - -
Blister OveTprinting / Smudging - o
% Embossing g g g ~
10, | Missing units/Extra units - - ~ = - - \
11. | Chipping/ Mottled Tableis - - - - - - e
12. | Spot/ Powder In Blister / Tablets - - - - - ~ o \
13._| Sticking / Picking - - - - - - 2a 08 |
Sealing/foil/ pmmhole/ forming _ - _
14. - - -
defects
15 Blister /Wrinkles / Improper — _ - S -
" { Knurling/ Torn pocket -
16 Foreign Product/Foreign/ —_ _ - - -
' | extraneous Material -
17 Wrong appearance/different shape _ — _ - - -
" ! of tablets/blister
18. | Colour of tablets v v v v v — : \
19. | * Other defect - - - - - - \
21. | Total Defects - . - - - - \
22. | Total replaced Units N A A NA | NA HA NA \
23. | Shipper weight of each shipper ) 495 Lo
after inspection (kllogram/gram) 21200124175 121045 [23-225[21195 | lor Ses
Done By S nehal | snehal [Sheha) [Deegali® [Deepalh ’ gﬂa‘ﬂ“\ \
e B | | B | B | BB
Checked By 291425 {24025 20.11.25 [ 2q.11-25 [24.01.25 |29 11°28

Confidential Document Restricted circulation FORMAT NO.. FMQA048-02-0]
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'MASTTR COPY

Authorized By (QA Head)
Sign & Date: "o 3 2OL”
. MASTER FORMAT ik st T
VT. LTD.
SM%E&M Nl:_ 6—{,_65' D Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM,
- GOA - 403512, Ref. Doc. No. | QA/048 Page No. 2of2
INDIA.
FINAL INSPECTION CHECKLIST:
Total shippers packed in SZ FoM 4 ol Loose Total shippers checked in batch oc
Batch
Total Quanti cked % of Pack Stock carried out on
Q v pa SELEG % 1S wrof ° Lo, '
baich ‘
Defect Observed | _
* If any Other defect observed -
Nature Of Defect Observed ( Crtical, 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 UA
Total Replaced Unit Blister/Carton/Shipper A
= \CP’?
Certified By: CZ“-\\ 1 Rechecked By: @ 01-12.25 Approved By: %’L-W”{
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
:
|
Confidential Document Restricted circulation FORMAT NO.. FMQA048-02-01
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