BATCH RELEASE CERTIFICATE
* (FOR RUSSIA / BELARUS)

-

Cipla Ltd.

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484128 | **Manufacturing Batch number:NA
Importing Country ~ :Russia gxstomer :Dr.Reddy’s Laboratories
Sales Order No. :8455250/20 Quantity released: 5843X25X20'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.

Dosage form :Uncoated Tablets

Package size : 25X20’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 | Simchem Pvt.Ltd.
Manufacturing site /| Plot No. 60-65,
Packaging site / Testing | Tuem Industriai 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 :484128

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

@ithout deviafion}(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
release

batch

: Jyoti Shetye.

Head Quality. v .
Simchem Pvt. Ltd. %
Plot No. 60-65,

Tuem Industrial Estate,

Tuem Pernem,

Goa - 403512
India
Signature of person 7
authorizing the batch w
release
Date of signature 1S\ 202y
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Cinla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Pageleof4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Hpoayicr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npousBoacTBa:

Batch No / Cepusi Ne: 484128 Batch Quantity / O6bem cepun:  5843packs / ynaxosox
AR No / Ananurnuecicnii oruer Ne : ARF/218/2024 | Date of Analysis / laTa ananuza: 15.11.2024
11/2024 Date of Expiry / I'onen no: 10/2027

Analysis performed according ND / Ananus nposeaén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, 13ni. Ne 1 o1 09.07.2024

Test / lloka3aTess

Ne Result / PesyabTarss

Specification / Hopma

1 | Description / Omicanne

Complies / Cootercryer

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 kpyrasie Tabnerxu co
CKOIIGHHBIMH KPAsMH OT KOPHYHEBOrO 10 TEMHO-
KOPHYHEBOro 1Bera ¢ Bkpamnennsvu. Ha onHoit
cropone Tabnetkn Brimarneno cnoso «CIPLA», na
APYTOil - NHHHA PA3NIOMa.

2 Identification / [TopmaHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBercTByeT OxpammBanHe aMMHAYHOTO PacTBOpa B KPACHBIH
AHTPaXHHOHOBbIE FIHKO3M I ol
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTsercTByeT chromatogram of the sample solution should
Mertunnaparuapokeubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPIKHBAHHS OCHOBHOTO MHKA HA XPOMATOrpaMMme
MCIIBITYEMOr0 PaCTBOPA JIOJDKHO COOTBETCTBOBATH
BPEMEHH YeP KHBAHHA OCHOBHOrO IMUKA Ha
XpOMaTOrpamMMe CTaHJapTHOTO PacTeOpa
meTtunnaparuapokcubensoara (pasmen
«Metumaparunpokcubensoar).

3 | Average weight / Cpennss
Mmacca

189.78mg / 189,78mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpopaykr cootBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwuenue: OO0OBEPEHO

Checked by QC In-Charge / "? § ,,

Approved by QA In-Charge /

FBAT

[okymeHT nposepeH OKK: [LokymeHT ogobper OOK:
Date/ \S\\.%e Date/ (¢ .4\.202
[lata: \ LL\ [ara: = N K

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 AHAJIN3A

Page2 of4/Crp.2u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAI[EE, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484128

Batch Quantity / O6bem cepun:  5843packs / ynaxosok

AR No / Ananuruvecksii otuer Ne: ARF/218/2024 | Date of Analysis / Jlata ananusza: 15.11.2024

Date of Mfg / lata npoussoactea:  11/2024 Date of Expiry / I'eaen go: 10/2027

Analysis performed according ND / Auanus nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, mam. Ne 1 ot 09.07.2024

Ne

Test / [lokazatenn

Result / PesyasTaTsi Specification / Hopma

4 | Uniformity of weight /
OnHOPORHOCTE MO Macce

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

PactBopenue

5 | Loss on drying / IToteps B 2.3% NMT 6.0 % / He Gonee 6,0 %
MAacce MpH BHICYLIHBAHHH
6 | Dissolution / 89-98% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos yepes 120 mun

7 | Uniformity of Dosage units /
OaHOPOAHOCTE O3HPOBAHHS

AV=52 The acceptability index forn= 10 AV <L1.
In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For

~

n=30 N
AV <L1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=25.0.

IToxazarens npuemnemocts s n=10 AV <L1.

B ciyuae, ecnu 3nagenne AV npessimaet L1,
NPOBOJAT HCIBITAHHE HA cneayrouux 20 obpa3uax.
Jna n=30 AV <L1. Bce 35aueHns Xi JOJDKHBI
YAOBNETBOPATL HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
Konuuecrsennoe onpenencHue
(CnextpodoTomerpusi)

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. /
Or 12,15 no 15,53 mr (ot 90,0 o 115,0 %)

14,05Mr/1a6 CEHHO3HJIOB B nepecyere Ha ceHHo3ua B B onnoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: Mpoaykr cootsetcTeyeT Tpebosanvsam HI | 3aknouenue: OQOEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge/ ¢ Approved by QA In-Charge /

[okymeHT nposepeH OKK: Y HokymeHT oaobped OOK: %j:
Date/ \S\\\\'w Date / ) .202Y

[ara: u‘\ [ara: |

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

FMQC003-15-09

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




Ciplg

s CERTIFICATE OF ANALYSIS
CEPTHGHKAT AHAJIA3A

Page3 of4/Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepuna Ne: 484128

Batch Quantity / O6bem cepun:

5843packs / ynakosox

AR No / Ananurnueckuii otuer Ne : ARF/218/2024 | Date of Analysis / lata anananza: 15.11.2024

11/2024

Date of Mfg / laTa npou3ssoacrsa:

Date of Expiry / I'open go:

10/2027

Analysis performed according ND / Ananus riposenén o H: Y1 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Specification / Hopma

Ne Result / Pesyasrarsi
Test / [lokazatens
9 | Content of Methyl 0.038mg/tab
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubensoara 0,038mr/Ta6
(BIKX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoru4eckas 4uctoTa

102) | Total Aerobic microbial count / 40
Oburee yncno a3poGHBIX

MHKPOOPraHH3MOB

Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / O6mee yncno
TUIECHEBBIX H APOHOKEBBIX

rpubos

<10

Not more than10° cfu/ g /He Gonee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ Ycroituussie k
NEHCTBHIO JKeJT4H

rpaMOTpHUATeNbHbIe GakTepHH

Absent /OrcyTeTByior

Not more than 10%/ g / He 6onee 10° /r

10d) | Staphylococcus aureus

Absent /OtcyTcTyior

Absentin 1 g/ Orcyrcreue s 1 r

10€) | Escherichia coli

Absent /O1cyTcTByIOT

Absentin 1 g/ Otcyrcteues 1 r

10) | Salmonella

Absent / OtcyTcTByIOT

Absentin 10 g / Orcyrersne s 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeTcTByeT TpeboBaHuam HO

Conclusion : APPROVED /
3aknwoyenue: OQOBEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / %
HokymeHT nposepeH OKK: / HokymeHT ogobpeH OOK:

Date / LS\ e Date / 15 A\\20

[Hara: u\ Oara: il e

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, Pemem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HEAT AHAJTH3A

Pagedofd4/Crp.4m3d

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npoussoacrsa:

Batch No / Cepuss Ne: 484128 Batch Quantity / Oobem cepun:  5843packs / ynakosok
AR No / Auanurayecknii oruer Ne : ARF/218/2024 |Date of Analysis / fata ananu3za: 15.11.2024
11/2024 Date of Expiry / I'onen no: 10/2027

Analysis performed according ND / Ananus nposenén mo H/[: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / Iokazarens

Result / Pesyastarsi

Specification / Hopma

11

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. / ITo 20 tabnerok B
6nucTep U3 IIEHKH

TOJIH BHHHIIXJIOPHIHOH
(nonuaTHieHoBoi/
TOJIHBHHHIIZIEHXJIOPHIHOI ) B
amoMuuuesoi Gonsru, no 25
HGnUCTEPOB B KAPTOHHYIO NAYKY
C BJIOYKeHHEM 25 HHCTPYKIHI
IO NPHMEHEHHIO.

Package / Ynaxoska - 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 6MCTED U3 MIEHKH TPEXCIOHHON
(IMIBX/MI2/MTIBAX) 1 amomuunesoii ¢onsra. Ilo 2
unu 3 GnMcTepa BMECTe ¢ MHCTPYKUHEH Mo
[PUMEHEHHIO B KapTOHHYIO nauky. [To 20 tabnerok
B 6HCTEp M3 NJIEHKH MONHBHHHIDIIOPHAHO
(momuaTuneHgBol / NONHBHHUANCHXIOPHIHOI) 1
amoMuaneBod ¢onbru, no 25 Gnucrepos B
KapTOHHYIO MA4Ky ¢ BIOXeHHeM 25 HHCTpYKUHMii no
NPHMEHEHHIO.

12

Labeling / MapkupoBska

According to ND /

B cooTtsercTeru ¢ HJ{

13 Storage conditions / Ycnoeus In a dry place, at temperature below 25 °C. / B cyxoM mecte npu TeMnepatype He
XpaHeHHs seie 25 °C.
i4 Sheif life / Cpok ronsoctu 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenue: O0OEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge/
[lokymeHT nposepeH OKK: A HokymeHT onobpeH OOK: W
Date / Date /
A\« \S (.20
[ara: S\ - fara: il

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




' Authorized By (QA Head)
Sign & Date: GM' fo

-
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5 L0

| | MASTER FORMAT e
1EM PXT, LTD, oo 3 : J : B L i e T
SSM%E(];:;“ szfiﬁ;es, Titie PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, . =
TUEM ,PERNEM,
GOA - 403512; '~ Ref. Doc. No. ; QA/048 Page No. 1of2
INDIA i ‘
Previous Product Name: _Sengde Tohlet _ Previous Batch No._4 §4127 LineNo.: "] .32

_ ProductName.“ Senede Tahlet

*EXPORT/L@CAL 845525¢/%0
Mifg. Date:_\\ [ 2024 Exp-Date: 10]2027

o)

A A 4 '
Batch No. b S0 | &
Date-of inspection: from _on- 1. 2.4

Batelt sizér 2 000000 Nor |

to 6 %.

S70- o000 Kas

1N 36

Keys: = complies/OK
- = No defects are observed

NA = Not-Applicable
X=Does not comply

Sr.. e | SHIPPER NUMBER
No. o) \hy La= 19 47 | S9
1 1. | Shipper Top / Bottom Taping - - v e — - \
| | 2. | Shipper Qverprinting / Labeling - — il il — \
+3% PaCkﬁr Name D;S ey RUR\:\a‘n; Kerthmirel Sa¥ikel Chivani _ﬂ\;v.qn'r \
4. | ShipperFill Value (100 x25 201} v | S t/ ~* 1 \*lh w asixadi) ]
5. | Bundling Quality/Pouch Quality | wn [ we | N8 [NB NA | A \ ]
| 6. | Outer Carton Overprinting Foa L oa | ong ENA FONR | oan \
7. | Inner Csirton Serialization P o v f & " o \ I
8 Cracked/half tablet/Broken tablets \ '
* | edges. - - = ¥ b =
1 9. | ‘Missing Leaflet E - = = 2w - \
10, | Blister Ovcrprmtmg/Smudbma '
" | Embossing - o g ] i — - Mo
11, | Missing units/Extra units - = - ~ - s % D
" 12.. { Broken/chipping/ molted Tablets | - = s - - = \ oglit2e
' 13. | Spot/ Powder In Blister / Tablets. | - « . _ _ B \
14. | sticking / Picking e - - = - = \
15, | Scaling/foil/ pinhole/ forming \
T I defeets B - - 23 - B
16, | Blister /Wrinkles / Improper B \
" | Knurling/ Torn pocket " - = - = -
17, | Foreign Product/Foreign/ . \ _
" | extraneous Material B # = 5 =
18 Wrong appearance/different shape .
7" | of tablets/blister - % B - 3
19. | Colour of tablets o e s w ~ 2

20. | ¥* Otherdefect L

- | 21. | Total Defects, ..

Na I NA [l | ND e

22. . "-I'otal--replacéd Units NA
3. | Shipper weight of each shipper afier |24 10°

inigpection (kilogram/gram)

6590124920 (20.920 | 21-050 {|@.1506

Confidential Dacument Restricted circulation

@ 061124

FORMAT NO.: FMQA048-02-00



' Authorized By (QA Head) |

| Sign & Date: @1 24
MASTER FORMAT w B o
SIMCHEM PVT, LTD. e~ S s S R Y BE T
4 PLOT No: 50;51;; Title PACK STOCK INSPEETION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, 5
TUEM ,PERNEM ,
GOA - 403512, Ref. Dec. No. | QA/048 Page No.. Zof2
_INDiS. -
e AN o] ' o £
O AR Sl Nl 5 qeet® [gnee® INA
oot A EAP A I8 =B =
Kaatoniec T _m-\“w AW Lt At % 0% 11 s B
*(For export mention the export order no.).
FINALINSPECTION CHECKLIST:
- Total shippcrs_packedin 52 Eoll + ol Losse Total shippers checked in batch -- R
: Batch ‘ _
| Total Quantity packed ; . | % of Pack Stock carried out on
: Rty & S 843 A LS x20J b“ \o v
‘ atch
Defect Observed - N
** 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 N
Total Replaced Unit BIister/CartdnfShipper kg
f

(Packing Officer)

Certified By: M

Rechecked By: @ 08.t-24

(QA Officer)

“
Approved By: @f o8 112"

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

FORMAT NO.: FMQA048-02-00



