Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485183

| *Manufacturing Batch number:NA

Importing Country

‘Russia

SA

Customer :Dr.Reddy’s Laboratories

Sales Order No. :9506552/10

Quantity released: 5848X25X20'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 Calcium Salts.

Package size : 25X20’'s

Dosage form :Uncoated

Type of Pack : Blister

Tablets

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
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/576IL

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 :485183

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 positionftitle 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

authorizing the  batch s e ‘
release A/(%o/ . 1‘

Date of signature : TI
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHO®HUKAT AHAJIM3A

Page 1 0of 4 /Ctp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

poayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepunt Ne: 485183

Batch Quantity / Oobem cepun:  5848packs / ynakosok

AR No / Ananurnuecknii oruer Ne : ARF/282/2025|Date of Analysis / JlaTa anamusa:  15.12.2025

Date of Mfg / lara npoussojgcra:  12/2025 Date of Expiry / I'ojen 10z 11/2028

Analysis performed according ND / Auann3s nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

o Test / [Mokazatennb

Result / PesyabTatsl Specification / Hopma

1 | Description / Onucanue Complies / CooTserctByeT 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 kpyrasie Tabnetku co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO /10 TEMHO-
KOPHYHEBOTO 11BETA C BKpAIIEHUAMU. Ha oaHoii
cropode Tabnetku BoiiasieHo cioso «CIPLAy, na
JIpYroi - JIuHHs pasnoma.

2 Identification / [ToanuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsetcTByer OkpauiMpaHie aMMHaYHOrO pacTsopa B KpacHbIH
AHTPAXUHOHOBbBIE [JTHKO3HbI
LBeT.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcuden3oar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIACPKHUBAHUS OCHOBHOIO MHKA HA XpoMaTtorpaMme
MCTILITYEMOrO PacTBOPa /I0JIHO COOTBETCTBOBATH
BpPEMEHH YAEPHKHBAHUS OCHOBHOTO MHKa Ha
XpomaTorpamme CTanIapTHOro pacTeopa
MeTHanaparuapokcudensoara (pasiaen
«MeTwinaparuapokcuoeH3oar).

Average weight / Cpeunsis
macca

Ll

189.67mg / 189.67mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykT cooteeTcTayeT TpebosaHuam HI | 3aknwyerue: OOQOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /[ { .» ol
[okymeHT nposeper OKK: T [okymeHT ogobper OOK: ﬁzy»
EIS 5 e s Date / 1122008
fata: xRt B fata:

FMQCO003-15-10
Cipla Ltd..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.

At : Simchem Pvi. Lid.. Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page2 of 4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Date of Mfg / Jlata npon3BojicTsa:

Batch No / Cepun Ne: 485183 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
AR No / Ananurauyecknii oruer Ne : ARF/282/2025|Date of Analysis / lata anammza: 15.12.2025
12/2025 Date of Expiry / I'onen ao: 11/2028

Analysis performed according ND / Anann3 nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Test / Tlokazarenn

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OHOPOIHOCTH 110 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT £ 7.5 % / 18/20 He Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ve 6onee + 15%

OHOPOAHOCTE A03UPOBAH K

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce NpH BBICY LIUBAHUH
6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopeHue He menee 70 % (Q) cenHozunos uyepes 120 mun
7 | Uniformity of Dosage units / AV =55 The acceptability index forn=10 AV <LI.

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:

[M-xi| £0,01 x L2 x M.

L1 =15.0; L2=25.0.

[Mokasarens npuemnemoctT A n=10 AV < L 1.

B cnyuae, ecnu 3HaueHue AV npesbiwaer L1,
MPOBOMAT HCNbITAHKHE Ha cheaytownx 20 odpasuax.
Jins n=30 AV < L1. Bce 3HaueHHs Xi J0J#HbI
YIOBJIETBOPSTH HEPABEHCTBY |

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

[i =15,0; L2=250.

8 | Assay (Spectrophotometry)
KonugecTBeHHoe ornpenejieHme
(CriekTpooTOomMeTpHs)

14.00mg/tab /

14.00mr/1a0

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 10 15,53 mr (o1 90,0 20 115.0 %)
CEHHO3M/IOB B MepectieTe Ha ceHHO3MA B B 0nHoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTayeT TpebosaHuam H

Conclusion : APPROVED /
3aknwyenue: OOOBPEHO

Checked by QC In-Charge /

- Approved by QA In-Charge / ’ ;
(9] ]

[lokymenT nposepeH OKK: == < e NlokymeHT 0a06peH OOK: ’W

Date / L Date /

[ata: \S - =Leogx l Nata: 1S- -2y

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

~

CEPTUDOUKAT AHAJIM3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485183

Batch Quantity / O6bem cepun:  5848packs / ynakosok

AR No / Apanuruuecknii otuer No : ARF/282/2025

Date of Analysis / lara anaanza: 15.12.2025

Date of Mfg / JlaTa NpoH3BOACTBA:

12/2025

Date of Expiry / 'ozen no: 11/2028

Analysis performed according ND / Ananns nposeaén no H/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PeaynbTaThl Specification / Hopma
o Test / [ToxkazaTenn
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 Mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHJtnapam,upomnﬁeﬂzoara 0.040mr/1ab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uoniornyeckas Y4HCTOTa

i0a) | Total Aerobic microbial count /
O61wee yHC0 ad3poOHbIX 50 Not more than 10" cfu/ g / He 6onee 10* /r
MUKPOOPraHu3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / OBuee yucno <10
IJIECHEBLIX M JPOAKEBbIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroiiumnssie K
JNEHCTBHIO HKETIH
rpamMoTpHLATENbHbIE DaKTEpHU

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in 1 g/ OTcytcTBue B 1

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

101) | Salmonella Absent / OteyTeTBYIOT Absent in 10 g / Otcyrcreue B 10 g

Remarks : The Product conforms to ND/

Mpumeuanue: MpoaykT cootBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntovenme: OQOEPEHO

Checked by QC In-Charge /

[ Approved by QA In-Charge //ééj\"-"**’

[LokymeHT nposepeH OKK: | OokymeHT ogo6pen OOK: w
Date/ <. 1) 10108 | Date / )
Data: | faral i — _

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHA,T.[E@, TABJIETKH 13,5 mr

Batch No / Cepun No: 485183

Batch Quantity / O6nem cepun:  5848packs / ynakosok

AR No / Anaantrueckuii oryer Ne : ARF/282/2025|Date of Analysis / Jlara anannza: 15.12.2025

Date of Mfg / laTa nponsBojcrsa:

12/2025 Date of Expiry / T'ogen jo: 11/2028

Analysis performed according ND / Ananus nposeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / PesyabTaTht Specification / Hopma

N Test / Moka3zaTens

11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Ynakogka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PEPVDC 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. / o 20 Tabnerok B 25 patient information leaflets in a carton. / TTo 20
OvcTep U3 NIEHKH TabneTok B GHCTEp W3 NIEHKH TPEXCIIOHHO
MOJTHMBHHUIXJIOPHAHO (MBX/MIS/MBAX) 1 amomuiuesoii qronsru. o 2
(nomM3THAEHOBOI/ WK 3 GnucTepa BMECTE C HHCTPYKLMAEH no
MOJIMBUHUIMACHXIOPUAHOM) U |NpUMEHEeHHIO B KapTOHHYI0 nayky. [To 20 tabnerok
ANOMHHHEBOIT (oabrH, No 25 B GIHCTEp M3 MNEHKH MOTHBHHUIXIOPHIAHOR
OIHCTEPOB B KAPTOHHYIO Nauky  |(MOAMITHAEHOBOI / NOAMBHHUIMAEHXIOPHAHOI) 1
C BJIOWEHHEM 25 HHCTPYKUHH amoMiHHeBOR Goabru, no 25 Gnuctepos B
Mo NpUMEHEHUIO. KApPTOHHYIO MAUuKy C BIOKEHUEM 25 MHCTPYKLKI 1o

NpAMEHe HUIO.
S— e e

12 Labeling / Mapkuposka According to ND /
B cootserctsuu ¢ HJL

13 Storage conditions / YciioBus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype ve |

XpaHeHHs Boite 25 °C.
14 Shelf life / Cpok roaHocTi 3 years /3 rona

Remarks : The Product conforms to ND/
NMpumeyanue: MNpoaykr cooTeeTcTeyeT TpeboaHuam HI | 3aknoyedue: OQOEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / D A Approved by QA In-Charge /
HokymeHT npoeepen OKK: S HokymenT ogobpen OOK: /%J// ceof
Date/ | ¢ > Date /
 [iata \S,,'i 101X | para 1S- 12 -2 ¢ N
FMQCO003-15-10
Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg. | ower Parel, Mumbai - 400013, India.

At : Simchem Pvt. Lid., Plot No. 60-65, Tuem Industrial Estate, Tuem. Pernem Goa -403512
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'MASTER COPY

Authorized By (QA Head)
Sign & Date: A

. MASTER FORMAT
ot s |mae PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
A s " Ref. Doc. No. | QA/048 Page No. 1of2
INDIA.

Previous Product Name: _ 5eN0ld€ Tabl&d Previous Batch No.: 251272 Line No.: _ + I

Product Name: ___ SenQde Tabltt il Batch size: 5701060 1<9S
Export Order No.:_1506552./10 BaiiNe. » TB5 18,3 [SHW252 Soe0008 Wl

Mfg. Date: '? (2025  Exp. Date: o023

Date of inspection: from 9€+12:25 0 ¢¢ 225

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

?

- = No defects are observed |,

X=Does not comply

Sr. SHIPPER NUMBER
No. D 5 0! 12— | 29 32 | 43 59
1. | Shipper Top / Bottom Taping B i i ol bl Sl \
2. | Shipper Overprinting / Labeling el ol e il g i \
3. | Packer Name Sang<etd |Qmjand |Roshan! |Ankita [PTIHT | py 4l \ i
4. | Shipper Fill Value(ooxasx2¢'s) | v i el i v | \dfasmapxies)
QOuter Carton Overprinting/ a e NA NA NA NA \
> Serialization 5 B
¢ | Inner Carton Overprinting/ > - . > i o \
" | Seri on
7. | Broken tablets = = = = = = \
8. Missing Lc:a/ﬂct = - - - - =
o | Blister Ovefprinting / Smudging _ _ _ P - _ \
| Embossing
10. | Missing units/Extra units - - - - - - \
11. | Chipping/ Mottled Tablets - i - = - = HA "
12. | Spot/ Powder In Blister / Tablets - - = v - - \ '%,/ v ¥
13. | Sticking / Picking - - - = # 7 \
14 | Sealing/foil/ pinhole/ forming - B B . \
" | defects B 3
15 Blister /Wrinkles / Improper - B B B R B ‘\ |
" | Knurling/ Torn pocket - | |
16 Foreign Product/Foreign/ = _ B N . _
" | extraneous Material '
17 | Wrong appearance/different shape ~ B B B _ . i
" | of tablets/blister \ |
18. | Colour of tablets v - v | - - - A |
19. | * Other defect - |- % - - : I I
21. | Total Defects - - | - . - - R
22. | Total replaced Units NRA| fANA WA | WA | WA ' \\
23 | Shipper weight of each shipper S . _ !
p - . 91050 [guo70 [2V-CE€C |2\ 055 |2VCT70 (1)-055 \ |
after inspection (kilogram/gram) \ |
TS S |
W o0 b 5 C B
e S O ol S T A\
Ao L | = | B \|
Checked By 6%\\?’ df-‘\q— :cé 12-1‘5“{ 1271‘7}'&‘1% 2"5_" v€1233 { "ﬁ

Confidential Document

Restricted circulation

FORMAT NO.: FMQA048-02-01



'MASTER COPY

e ¢ s S et

éi? Authorized By (QA Head)

Sign & Date: %ag,wﬁ

: MASTER FORMAT
N e n. i, | T PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
s P&Rﬁ?‘v Ref. Doc. No. | QA/048 Page No. 2 of 2
INDIA.
FINAL INSPECTION CHECKLIST:
Total shippers packed in 58 Ful 40\ Loose. Total shippers checked in batch e
Batch
: = -
Total Quantity packed T — {:o of Pack Stock carried out on -
atch
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) NA
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection NA
Total Replaced Unit Blister/Carton/Shipper N A
ol
Certified By: __"HiS 0¢ i2 2025 Rechecked By: Noti2-25 Approved By: %  Shiagiad
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)

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