Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484129

| **Manufacturing Batch number:NA

Importing Country

:Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/20

Quantity released: 5845X25X20's

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

Name and address of
Marketing Authorization
Holder:

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

Strength / Potency :

Senna extract equivalent to 13.5 mg of Sennosides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

~
-

Package size : 256X20’s

Type of Pack : Blister

Mfg. Date :11/2024

Expiry date :10/2027

**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 :484129

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 position/title and
address of person
authorizing the batch
release

: Puja Kashalkar. .

Quality Assurance Executive.
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of person
authorizing  the  batch }ﬁ,}w .
release /
Date of signature V6 -\ 2024
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Cipla

. CERTIFICATE OF ANALYSIS
"EPTHOHKAT AHAJIU3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Iponyst: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / lara npensBoicTea:

Batch No / Cepusi Ne: 484129 Batch Quantity / O6vem cepun:  5845packs / ynaxoBok
" |AR No / Ananuruaecknii order Ne :  ARF/219/2024|Date of Analysis / Jlara apasmsa:  16.11.2024
11/2024 Date of Expiry / ogen go: 10/2027

Analysis performed according ND / Anamas npozenés no H/L: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / IoxkazaTenas

Ne Result / PesyabTaTn!

Specification / Hopma

1 | Description / Onucanne

Complies / CootsercTByer

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. / ITnockue kpyrabie Tabnerku co.
CKOLIEHHBIMH KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOro LiBeTa ¢ BkparuieHnaMH. Ha onxoii
cropone Tabnetky seyiasnero cnoso «CIPLA», na
NpYTofi - TNHUS PA3/IOMa.

2 Identification / [TognuuHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T CootsercrByer (j:gramunague aMMHAYHOTO PAacTBOPA B KPACHbIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByer chromatogram of the sample solution should
Merunnaparuapokcnbensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHUA OCHOBHOTO [MHKA HA XpOMaTorpamme
HCIBITYEMOTO PacTBOpa HO/DKHO COOTBETCTBOBATH
BpPEMEeHH yIep KHBAHHA OCHOBHOIO IHKA Ha
XpoMaTorpaMme CTaHAapTHOrO pacTBopa
meTuanaparuapokcubensoara (pasgen
«MertmmaparuapokcHOeH30ar).

3 | Average weight / Cpennsas
Macca

191.02mg / 191,02mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTseTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknoyenue: ONOBPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: ST

Approved by QA In-Charge /
[HokymeHT ogobper OOK:

ﬁ)/mﬁ

Date /

[arta: | & (tam sy

Date /
[arta:

16 \\- 2004

FMQCO003-15-09

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

CEPTHR®HUKAT AHAJTTM3A

Page2 of 4/ Crp. 2 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepus No: 484129

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

AR No / Auamaruagecknii oraer Ne : ARF/219/2024 | Date of Analysis / iata ananmnza: 16.11.2024

Date of Mfg / lata npoussoacrsa:  11/2024 Date of Expiry / l'ojen xo: 10/2027

Analysis performed according ND / Anamis nposendn mo HJL: T1 N013745/01-180522, amend No. 1 dated
05.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No

Test / Ilokazarean

Result / PesyasTaTsi Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTS MO Macce

Complies / CoorBercrsyer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5
%
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

OnHOpOAHOCTH AO3HPOBAHMS

5 | Loss on drying / IToteps B 2.2% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BHICYLIHBaHHH
6 | Dissolution / 78-97% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) cennozunos uepes 120 mu-
7 | Uniformity of Dosage units / AV =359 The acceptability index forn=10 AV <LI1.

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.

INokasarens npuemnemoct oA n=10 AV <L1.

B cnyuae, ecnu snauenune AV npesbiaer L1,
MPOBOAAT HCMbITaHHe Ha cieayowux 20 obpasuax.
Jlnsa n=30 AV <L1. Bee 3Hauenus Xi JOKHBI
YIOBJIETBOPATL HEPABEHCTBY:

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

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
Konuyecrsennoe onpeneneHue

(CnexrpodoTomerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 go 115,0 %)

14,05Mr/Ta6 CEHHO3MI0B B nepecyere Ha ceHHO3uA B B onHoil
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykT cooteetcTayeT TpebosaHuam H | 3aknoyenune: OOJOEPEHO

e (Ve 2y

[arta:

Checked by QC In-Charge / Approved by QA In-Charge / saasl
HokymeHT nposepeH OKK: \%fj*f"’ [okymeHT opobper OOK: @5/
Date / Date /

L\ 2024

[arta:

FMQC003-15-09

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
» CEPTUDHKAT AHAJIN3A
5 Page3 of 4/ Crp.3 3z 4
Product: SENADE TABLETS 13,5 mg Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepua Ne: 484129 Batch Quantity / O0bem cepun:  5845packs / ynaxorok
*|AR No / Auanaruzecxuii oraer Ne : ARF/219/2024|Date of Analysis / Jiara ananmza: 16.11.2024
Date of Mifg / ara npom3sogerea:  11/2024 Date of Expiry / I'oper go: 10/2027

Analysis performed according ND / Asanus nposenén no H/T: IT N013745/01-180522, amend Ne. 1 dated
09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarsl Specification / Hopma
Test / Tlokazarens
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIMaparuapokcubensoara 0.043mr/Tab
(BIXX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo0uonoruueckas YMcToTa

108 | Total Aerobic microbial count / 40
Oburee guciio aspoBHLIX Not more than 10* ¢fu/ g / He 6onee 10* /v

MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obinee uucio <10
MIECHEBBIX H JAPONOKEBLIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10%/ g / He Gonee 10% /r
bacteria/ Veroiiunssie K
JIEHCTBHIO KETIH
rpaMoTpHLATENbHbIe OaKTepHI

~

~

10d) | Staphylococcus aureus Absent /OTcyTCcTBYIOT Absentin 1 g/ Orcyrcreue s 1 0
10¢) | Escherichia coli Absent /OtcyrcTBytor Absent in 1 g/ Orcyrersue s 1 r
109 | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g /OrcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanume: MpogykT coorBeTcTayeT Tpebosanuam H | 3akntoyeHne: OOQOBPEHO
Checked by QC In-Charge / £ =9 Approved by QA In-Charge / cap
[okymeHT npoeepex OKK: Cal JokymeHT ogobper OOK: %%‘
Date / Date /

» .9 =L\
[ara: 6+ Grigipndy Oara: L R

FMQC003-15-09

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
CEPTHOHKAT AHATUZA

-

Page4 of 4 /Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAIE®, TABJIETKH 13,5 mr

Date of Mfg / JlaTa npon3BoacTea:

' Batch No / Cepust Ne: 484129 Batch Quantity / Oobem cepuu:  5845packs / ynakosox
AR No / Amanurugeckuii oryer Nt : ARF/219/2024|Date of Analysis / Jara ananusza: 16.11.2024
11/2024 Date of Expiry / I'onen go: 10/2027

Analysis performed according ND / Ananus nposexén mo HJI: I NC13745/01-180522, amend Neo. 1 dated
09.07.2024 / IT N013745/01-180522, uam. Ne 1 ot 9.07.2024

Ne Result / PesynasTaTsl Specification / Hopma
Test / HoxazaTenn
i | Tademgn/ Yoasse Talckana & WmiaRis - 2 Eilnte Package / Ynakoska - 20 tablets in a blister made of
gl\?ceggg\r;ggefﬁ; - three-layer PVC/PE/PVDC film and aluminum foil. 2
it ol 98 Blsters wilih 12 3 blisters and a patient information leaflet in a
25 patient inf(;rmation leaflets in | CATtOn- 20 tablets in a blister made of PVC
. ca‘fﬁon I Ho 20 rabnerox s |/PE/PVDC film and aluminum foil, 25 blisters with
6nuc*re§ ey 25 patient information leaflets in a carton. / ITo 20
D Sp——— TabneTox B GnUCTEp U3 IUIEHKH TPEXCIONRHOI
(nonuanmeﬂo;t))ﬁ/ (MIBXAISTIBAX) u amomunuesoii donsry. Ilo 2
TSRO ) unu 3 baHcTepa BMecTe ¢ HHCTPYKLIMETT 1o
a.momunnesiﬁ ti)onim 10 25 MPUMEHSHHIO B KAPTOHHYIO mauky. I1o 20 TaGnerox
B e ’}0 - B GIHcTep U3 MIEHKH NONUBUHUIXIIOPHIHOI
& BJ'I!C!)K}; s 21532[0!{:1% e y (MONMM3THICHOBOI / TONHBUHHIACHXIOPUAHOH)
o e ¥ amoMHHUEBOH (obry, no 25 6nHcTepos B
P ’ KapTOHHYIO [1aYKy C BIOYKEHHEM 25 MHCTPYKLHH 110
TIPUMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
B coorsercrauu ¢ HJ
13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temreparype He
XpaHEeHHs Boiue 25 °C.
14 | Shelflife / Cpok rogsocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyuanwme: MNpogykr cooteeTcTByeT TpeboBaHuam H

Conclusion : APPROVED /
3aknouenune: OOBPEHO

Checked by QC In-Charge / oo
HokymeHT nposepeH OKK: %-’ :

Approved by QA In-Charge / ‘
HokymeHT ogobper OOK: %5//““[

Date /

eirac L& 2oy

Date /
[ara:

& -2 A

FMQC003-15-09

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

Authorized By (QA Head)
| Sign & Date: @it~ ¢ aoty>

SIMCHEM PYT. LTD.

PACK STOCK INSPECTION CHECKLIST -EXPORT

PLOT No. 60-65, Title
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM,

GOA - 403512,
iNDIA.

Ref, Doe. No.

QA48

Page No. 1of2

Previous Preduct Name: _ Sepade Teblet
Product Name: _Senede Tublet

*EXPORT/LOCAL: $250/20
Mifg. Date: _\\ | 2024  Exp.Pate: 10/ 72027

s fm,a 4 =0 iR
Batchio. - & 0O | & 7 Batchrsize: 2000000 Nw
Date of inspection: from _ o §.11-2¢4 to_ o &. 1124

Previous Batch No. 4 €41 2

LineNo.: I,
STo-0oekKge

Keys: = complies/OK

- =Nao defects are observed

NA = Not Applicable
X= Does not comply

Sr.. - | SHIPPER NUMBER
No. s ov (1 1 23 12 | 48 1sa
1. | Shipper Top / Bottom Taping ! v | o o nr - Wi )
2. | Shipper Overprinting / Labeling s e W = Ao L \
3. | Packer Name ‘ Shiven |PIudMalRale thred Ankite | Sangeett | Song!
4. | ShipperFill Value (1oo x 25 %263} o o — e v ¥ | \"CHUSixasxads)
5. | Bundling Quality / Pouch Quality NA L s A NA NR NG
| 6. | Outer Carton Overprinting CNA e A NA NR NG \
| 7. | Inner Carton Serialization o - wr | e A — \
|'g | Cracked/half tablet/Broken tablets \
© | edges. - B = - T -
9. ['Missing Leaflet - = - — & o - \
10 | Blister Overprinting / Smudging \ '
" | Embossing il ~ ol e ~
1. | Missing units/Extra units —~ - A ~ = -~ \
12.. | Broken/chipping/ molted Tablets = = - - - - \
| 13. | Spot/ Powder In Blister / Tablets. - ; = - ~ ~ ' \
|14, | sticking / Picking, - = = = - = \\ @\
Sealing/foil/ pinhole/ formin -
13. defectg . : N i N = - - NA k.
16 Blister /Wrinkles / Improper = - B
" | Knurling/ Torn pocket B - -
' Foreign Product/Foreign/ - B
7. 3 : = . -
extraneous Material =
18 Wrong appearance/different shape - B _ -
"~ | of tablets/blister . =
19. | Colour of tablets o - R - - \

- 20. | ** Other defect = _ ~ _ s = : \
21. | Tetal Defects - . s - = “ ,' , \
22. | Total replaced Units il i KA ~NA ©A NG L :
o Shipper weight of each shipper after |21-\40 21-070 |21-140 [ 20980 | 2):00 110 Sov \
Z3, R i i R g - i

inspection (kilogram/gram)

.
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MASTER FORMAT

Authorized By (QA Head)
Sign & Date: «

"rﬁ( ‘\:G_LDL',,

St ¥T. LTD. o
“"‘fﬁg—?’ NE 66-65, Title I ACK STOCK INSPECTION CHECFUST -EXPORT
TUEM INDUSTRIAL ESTATE,
1 , PERNEM, r r
\ Tlggi ey Ref. Doc. No. | QA/048 Page No. 2 6f2
INDIA.
s B : i a\ .' \‘ .\m\ U\\ \
| Done By : 5;\3\“ goer® | gpeY (’ﬁt*‘ S“e\\o}\ Sre\'(‘l T _n
‘hecked By é” b ‘Th,ég’]h@ e _ '»@"‘\ g
Checked B} %\’L % W SV ;Qii‘b ‘;f.\\"b b?)_\\ A ol \L'-\ Q& e 1\
*(For export mentien the export order no.).
FINAL INSPECTION CHECKLIST:
Total shippers packed in | Total shippers checked in batch
BatChA 3 S(Z @u\\ + o] Loofe : ‘ OG
| Total Quantity packed i : % of Pack Stock carried out on
SIS X2s xes e Vo,
Defect Observed -

** If any Other

defect observed

- | Nature Of Defect Observed ( Critical, Major, Minor):

Action Plan For Defect
. WA
Corrective Action And Preventive Action ( CAPA) ", N
( If Applicable For Details Enter CAPA Numiber)
Decision For Fuither Pack Stock Inspection Np
i Total Replaced Unit Blister/Carton/Shipper N
€t
Certified By: - ’%& ST Rechecked By: @ 09-11-2.4 Approved By: @@/41\ 29
(Packing Officer) (QA Officer) {Quality Assurance Head / Executive)

Conjfidential Document =3

Restricted circulation

—
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