. BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Cipla Ltd.

Generic Name :Sennoside Tableis 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484067 | **Manufacturing Batch number:NA

rting Count :Russi
Importing Country ussia SA

Customer :Dr.Reddy’s Laboratories

Sales Order No. :8455250/10 _ Quantity released: 5846X25X20'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 :Uncocated Tablets

Package size : 25X20’s Type of Pack : Blister

Mfg. Date :08/2024 Expiry date :07/2027

**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 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 D

*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 :484067

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

address of p
authorizing the
release

erson
batch

: 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 gyua
release

Date of signature

2. 2.03 2024
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Cipla

CERTIFICATE OF ANALYSIS

® CEPTHOHKAT AHAJTHU3A

Page10f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484067

Batch Quantity / O6bem cepuu:

5846packs / ynakorox

AR No / Ananurnyeckuii otuer Ne : ARF/143/2024|Date of Analysis / lara ananmza: 23.08.2024

Date of Mifg / Kata npomseoperna:  08/2024

Daie of Expiry / T'caen no:

07/2027

Analysis performed according ND / Ananns nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloka3zaTenn

Ne Result / PesyabTaThi

Specification / Hopma

| | Description / Onucanue

Complies / CooTpercTayer

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 kpyrabie TabneTkH co
CKOUIEHHBIMH KPaAMH OT KOPHYHEBOTO 10 TEMHO-
KOPHUYHEBOT0 LBETA € BKparneHusaMu. Ha onnoti
cTopoke TabneTkH sbiaBneHo cnoso «CIPLAY, Ha
JpYyTO¥ - TMHKA pa3ioma.

2 | Identification / IloanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxkpammpaHue aMMHAqHOTO PacTBOpa B KPacHbIil
AHTpaxHWHOHOBbLIE TITHKO3H/BI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP)KUBAHHA OCHOBHOIO MHKa HA XPOMAaTOrpaMme
HCIIBITYEMOrO pacTBoOpa A0KHO COOTBETCTBOBATE
BPEMEHH YIEPKHBAHHS OCHOBHOIO TIHKA Ha
XpOMaTorpaMme CTaHAapTHOTO PacTBopa
MeTuanaparuapokcubensoarta (pasjen
«Metunnaparuapoxcudenzoar).

3 | Average weight / Cpennss
macca

189.44mg / 189,44mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr coorseTcTayeT Tpebosanuam HO

Conclusion ;: APPROVED /
3aknovenue: OQOEPEHO

Checked by QC In-Charge / E e

Approved by QA In-Charge /

Jren

HokymeHT nposepeH OKK: [okymeHT ogobpeH OOK:
Date / Date /
[arta: 25 ol i Nara: 2-3-08 2034

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
CEPTU®HKAT AHAJIU3A
2 Page2 of 4/ Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHA,ILE@, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 484067 " |Batch Quantity / O6bem cepun:  5846packs / ynaxosox
AR No / Ananauruueckuii oraer No : ARF/143/2024 | Date of Analysis / laTa anann3za: 23.08.2024
Date of Mfg / laTa nponssojcrsa:  08/2024 Date of Expiry / I'ogen jgo: 07/2027

Analysis performed according ND / Ananus nposenén no HJ: II N613745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloka3aTens

Ne Result / PesynbTaThl

Specification / Hopma

4 | Uniformity of weight /
OHOPOIHOCTh 10 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee = 7,5
%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

OmHEPOAHOCTH 103HPOBAHHA

5 | Loss ondrying / TToteps B 2.5% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BLICYLIHBAHUH
6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHmE He menee 70 % (Q) cennosnznos uepes 120 muH
7 | Uniformity of Dosage units / AV =355 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

AV <L1. All values of xi must satisfy the
inequality:

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

L1=15.0;1L2=250.

[Tokasarens npuemnemoctu aasi n=10 AV < LI.

B cnyuae, ecnn 3HageHne AV npesbiwaet L1,
MPOBOISAT UCIBITAHHE HA cefytolux 20 obpa3uax.
IIna n=30 AV <L1. Bce 3HaYeHHs Xi AOTIKHBI
YIOBJIETBOPSATH HEPABEHCTBY:

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

L1=15,0; L2=250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE ONpesieNieHne
(Cnekrpodoromerpus)

13.88mg/tab /

13,88mr/1abd

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides talculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3MJIOB B nepecdeTe Ha ceHHo3ua B B oaHoi
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTBeTcTBYET TpebosaHuam H/

Conciusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: ?ﬁ,(;)

Approved by QA In-Charge /
OokymeHT ogobpen OOK: /go_i,.— e

Date /
[ata:

232 . 0%.202 4

Date /

fara: o5 RO

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

h CEPTHOHUKAT AHAJIM3A

Page3 of 4 /Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

IMpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne : 484067

|Batch Quantity / O0bem cepun:

5846packs / ynarosok

AR No / Ananntndeckuii oruer Ne :

ARF/143/2024 | Date of Analysis / ara anannza: 23.08.2024

08/2024

Date of Mfg / lara npon3Bo/icTsa:

Date of Expiry / Tonen fo:

07/2027

Analysis performed according ND / Ananus npopeaén no HJI: Ti N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PeayabTarsi

Test / TlokazaTenn

Specification / Hopma

9 | Content of Methy! 0.036mg/tab
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHImaparuapokcudensoara 0.036Mr/1a6
(BRXX)

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

10 | MICROBIAL LIMIT TEST/ MukpoGuo/iornyeckas 4ucToTa

10a) | Total Aerobic microbial count /
O0f1uee ynco adpobHBIX 20

MHKDPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / O61uee yucno
MECHEBBIX U APOIKIKEBBIX

rpubos

<10

Not more than 10” cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroitunpbie K
J[eHCTBUIO ¥KeT9H

rpaMoTprLATeNbHbe GakTepHH

Absent /OTCYTCTBYIOT

Not more than 107/ g / He 6onee 10% /r

104d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OtcytcTBHeB 1 T

10¢) | Escherichia coli

Absent /OrecyTcTBYIOT

Absentin 1 g/ OtcytctBue B | ¢

100 | Salmonella

Absent / OTcyTcTBYIOT

Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanne: Mpoaykr cooTBeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3akntoyenme: O0OBPEHO

Checked by QC In-Charge /
[LokymeHT nposepex OKK: % t’:’p

Approved by QA In-Charge /
NokymeHT ogobpex OOK:

ot

Date /

Nlata: Lo I L2 9‘8-'1—02_1-1

Date/

[fata: 2-3:03: 2024

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

* CEPTHO®UKAT AHAJIN3A

Paged of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

" |Batch No / Cepusi No: 484067

Batch Quantity / O6bem cepuu:

5846packs / ynakoBor

AR No / Apanuravecknii oruer No : ARF/143/2024

Date of Analysis / Iara ananusa: 23.08.2024

Date of Mfc / lara npoussogcrsa:  08/2024

Date of Expiry /Toaen go:

07/2027

Analysis performed according ND / Ananu3s nposenén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 05.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / MMoka3aTennb
11 | Package/ YnakoBka Package / oBka - 20 tablet ;
= inaz t?l%seterzr::c]i(e 1:)1;51 R Package / Vnakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with | 3 blisters and a patient information leaflet in a
25 patient in fo,rmation leaflets in |S3rton- 20 tablets in a blister made of PVC
wearin, FT6 A OE RS /PE/PVDC film and aluminum foil, 25 blisters with
Gnncrepl o s 25 patient information leaflets in a carton. / ITo 20
= TabneTok B GMCTEp U3 MIEHKU TPEXCINOWHOM
?:;;;:rggﬂzzglmﬁ (MBX/II2/MIBAX) n amomuunesoi donsru. o 2
——————— uite 3 OucTepa BMECTe ¢ HHCTPYKIHEH 1o
AMOMHHHEROM BONETH, 10 25 NpHMEHEHHIO B KapTOHHYO nauky. [To 20 tabnerok
. : e B G1HCTED U3 NIESHKH MOTHBHHHAXJIOPHIHOMH
— i m{r.'rjpyxuuﬁ (MOMU3TUICHOBOMH / NONMBHHUILIEHXJIOPHIHOH) H
S e amoMuHueBoil ¢onbru, no 25 6aucrepos B
p ' KapTOHHYIO MAauKy € BAOKEHHEeM 25 MHCTpyKUuit 110
NpUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B cooteetcTBHM ¢ H]]
13 Storage conditions / Venosus In a dry place, at temperature below 25 °C./ B cyxoM MecTe npH Temreparype He
g P P p patyp
XpaHeHHs BoIe 25 °C.
14 Shelf life / Cpox rogHocTH 3 years /3 roga

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

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK: %’t}

Approved by QA In-Charge /
[okymeHT opobpex OOK:

et

Date /
HaTta:

2 3. 0% - rery

Date /
Oara:

2.2-09% 2024

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




4 |

) Sy - Authorized By (QA Head)
| Sign & Date: B , 2ovp
e MASTER FORMAT i
SIMCHEM PVT.LTD. | .. e i ‘ :
T Vo, B0 Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, -
TUEM ,PERNEM,
GOA — 403512, Ref. Doc. No. | QA/048 Page No. 1af2
INDIA, :
Previous Product Name: Senade Takplet __ Previous Batch No. 4¢ Y0 66 LineNo.: T T
1 Product Name: let 282406 7 S10000 |99
*EXPORT/LOCAL: §u5525¢/16 BatchNo. - ¥ 84 O 7 Batelt size: 3000009 WS
Mfg. Date: of [2e1y Exp. Date: 01 {2027 Date of inspection: from {4-08:24  to \4-08' 24
Keys: = complies/OK NA = Not Applicable
- =Ng defects are observed X= Does not comply
Sr. ; SHIPPER NUMBER
DEFECTS
Ne. &y 1S 12 6 | 249 46 [ s5q |\
1. | Shipper Top / Bottom Taping v o L i - v I\
2. | Shipper Overprinting / Labeling - o v | v e v \
3. | Packer Name AYNANT [NIANT L gut® Yy om0 e e YAV o1 \
4. | ShipperFill Value (100425¥208) | \~ N v | L L v WlUgr 25+ 2J°5)
5. ! Bundling Quality / Pouch Quality NIRRT \ :
| 6. | OuterCarton-Overprinting N P (WA AL N b \
7. | Inner Carton Serialization v— | v v v v \
8 Cracked/half tablet/Broken tablets \
© | edges. - B - B - -
9. | Missing Leaflet - - = - - -
. | Blister Overprinting / Smudging |
.- Embossing ol — L Nl g §
11. | Missing units/Extra units - - = g - ~ \
12. | Broken/chipping/ molted Tablets -~ ~ - = = 3 i X
13. | Spot/ Powder In Blister / Tablets. - - - - - ” \ )
14 e 2h
14. | sticking / Picking - = - — = v IND
Sealing/foil/ pinhole/ forming -
15. . ~ ol .
defects
16 Blister /Wrinkles / Improper _ B B &
" | Knurling/ Torn pocket = -
Foreign Product/Foreign/ ,
P | o # . “ b e | o= <
extraneous Material \
18 Wrong appearance/different shape _ . "
" | of tablets/blister i g N
19. | Colour of tablets — Mo L I — \
20. | ** Other defect = = = = - a2 : \
21. | Total Defects - - I - - -\
22. | Total replaced Units | NB mp | VA A | Np N \
Shipper weight of each shipper afier | GaTY0 Ko e P R 10§10
23. | inspestion (Kilogram/grain) S ETYE ot (e i e K
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Authorized By (QA Head)
' | Sign & Date: %&%’_ (IR
. _ MASTER FORMAT i 52
; PVT. LTD. - . a5 ; } [
A it Fitte PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , FERNEM , :
GOA - 403512, Ref. Doc. No. | QA/048 Page No. 2 0f2
INDIA.
Done By Sre 'l [Snekal|SNenaliSnengl | Snenal [Snehal \,\
% oo e € o & |o o P L |
CheCked By ‘l{Qﬁ')_f-l \‘i(ﬂl‘-l H-Og"-‘f \‘1'03'7-‘(‘ \q.ogﬂlu \"—i-OS"‘lr 408 24 \
*(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
Total shippers packed in - Total shippers checked in batch 6
, Batch S%{uli+ ol Loose | _ 0
Total Quantity packed ) 58UL 0S¥ 20's % of Pack Stock carried out on 107
batch
Defect Observed -

** If any Other defect observed

Nature Of Defect Observed ( Critical, Major; Minor)

[ Action Plan For Defect
A
Corrective Action And Preventive Action ( CAPA) NP
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection T
Total Replaced Unit Blister/Carton/Shipper ~NA
Certified By: A’ (M 0% 24 Rechecked By: @15-0‘3 2.4 Approved By: M 032024

(Packing Officer) (QA Officer)

{Quality Assurance Head / Executive)
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