Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :483043

| **Manufacturing Batch number:NA

Importing Country

:Russia

Customer :Dr.Reddy’s Laboratories
Ltd.

Sales Order No. :6012969/50

Quantity released: 5840X25X20’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 : 25X20’s

Type of Pack : Blister

Mfg. Date :06/2023

Expiry date :05/2026

**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 :483043

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 Ltd.

(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 Ltd.

Name and position/title and | : Saiprasad Deshpande.

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 | : PN\
authorizing  the  batch L? gadt®
release
Date of signature 4 \o 07, 9
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUEKAT AHAJIM3A
Page l of 4/ Ctp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483043 Batch Quantity / O6wbem cepum:  5840packs / ynakoBok
AR No / Anammrinaecknii oraer Ne : ARF/093/2023|Date of Analysis / lara amammza: 10.07.2023
Date of Mfg / lata npomssoacrea:  06/2023 Date of Expiry / I'onen mo: 05/2026

Analysis performed according ND / Anamms nposeagn mo HJI: 11 N013745/01-180522

Test / [lokazatens

Ne Result / PesyabTaTel

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. / ITlnockue kpyrisie Tabaerku co
CKOLIEHHLIMH KPasiMH OT KOPHYHEBOIO IO TeMHO-
KOPHHYHEBOTo LiBeTa ¢ Bkpannenusmu. Ha oxgnoi
cropoHre Tabnerku BeigaBneHo cnoro «CIPLA», Ha
APYroi - JIMHUS pas3jioMa.

2 Identification / TloanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
PO ——— Coorsercreyer (j:g:munal{ne aMMMa4YHOTO PacTBOpa B KpPacHbIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooreercrByer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBAHHUS OCHOBHOTIO [THKA HA XPOMATOrpaMme
HCIIBITYEMOro PACTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHH Y/IEPKUBAHHA OCHOBHOIO MHKA Ha
XPOMATOrpaMMe CTAHAAPTHOTO PacTBOpa
MeTunnaparuapoxcudensoara (pazzen
«Merunnaparuapokcubensoar).

Average weight / Cpennsis
Macca

(P8

186.42mg / 186,42mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpoaykTt cooteeTcTByeT TpebosaHuam HA

Conclusicon : APPROVED /
3akntouerue: OOOBPEHO

Checked by QC In-Charge /
gﬂ/\w
/

Approved by QA In-Charge /
HokymeHT ogobper OOK:

7

Date /
[data:

HokymeHT nposepeH OKK:
\gret- 2003

Date /

o \0. G725

FMQC003-15-07

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

-

Page 2 of 4 / Ctp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 483043 Batch Quantity / Oobem cepun:  5840packs / ynakosox
AR No / Ananuruueckuii oraer Ne : ARF/093/2023 | Date of Analysis / lara anammsa:  10.07.2023
Date of Mfg / lara npounssogcrea:  06/2023 Date of Expiry / I'ogen mo: 05/2026

Analysis performed according ND / Anamas nposenén no HJL: I1 N013745/01-180522

Ne Result / Pesyabtatsl

Test / [lokazareab

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE MO Macce

Complies / CooTsercrByeT

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

5 | Loss on drying / IToteps B 2.7% NMT 6.0 % / He Gonee 6,0 %
Macce MpHu BICYLIMBAHHH
6 | Dissolution / 82-92% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=55 The acceptability index forn= 10 AV <L1.

OmHOPOAHOCTE AO3HPOBAHMA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

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

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

L1=15.0,L2=250.

TTokasarens npuemnemoctu s n=10 AV <LI.

B cayuae, ecnu sHauenne AV npesbiaer L1,
NPOBOIAT MCTbITAHKHE HA clenyiomux 20 obpasuax.
Jinsi n=30 AV <L1. Bee 3Ha4eHHs X1 JOJDKHBI
YIAOBIETBOPATH HEPABEHCTBY

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
Konuvecreennoe onpenenenune
(CnexrpogoTomerpus)

14.05 mg/tab /

14,05mr/Tab

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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HIOB B nepecHeTe Ha CEHHO3HA Bs O,E{HOITI
tabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoayxT cooTBeTcTByeT Tpebosanuam HJ

Conclusion : APPROVED /
3axknwuenue: O0OBPEHO

Checked by QC In-Charge /
o

Approved by QA In-Charge /
JokymeHT opobpeq OOK:

Aok
=

Date /

BokymeHT nposeper OKK:
[fara: loeT-200.3

Date /

\o.0M LY
Oara: )

FMQCO003-15-07

a

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
CEPTH®UKAT AHAJIM3A
5 Page 3 of 4/ Ctp.3u3 4
Product: SENADE TABLETS 13,5 mg IpoaykT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 483043

Batch Quantity / Oobem cepun:  5840packs / ymaxkoBok

AR No / Anasmranaeckuii orger Ne : ARF/093/2023|Date of Analysis / lara apamusza:  10.07.2023

Date of Mfg / Jara npon3soacTsa:

06/2023 Date of Expiry / I'ogen no: 05/2026

Analysis performed according ND / Anamis npoeenén mo H/I: ITN013745/01-180522

Ne Result / Pesyabtarsi Specification / Hopma
Test / IlokazaTens
9 | Content of Methyl 0.049mg/tab | 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coneprxanue _
MeTHInaparsapokcioenzoara 0.049Mr/ra6
(BIXKX) '
10 | MICROBIAL LIMIT TEST/ Muxkpo6uonornueckas 4ucTora
102) | Total Aerobic microbial count /
OO1ee 4ucno a3pobHbIX 30 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10” /r
count / O6wmee umcno <10
TUIECHEBEIX H JIPOMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative - Absent /OTCyTCTBYIOT Not more than 107 / g/ He Gonee 167 /r
bacteria/ Ycroiiuusble k
JIEHCTBUIO 3KEJUn
rpaMoTpHLATENbHBIE DaKTEpHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYOT Absentin 1 g/ OtcyrcrBue B I 1
10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcreue s 1 r
100 | Salmonella Absent / OtcyTcTByIOT Absentin 10 g /Otcytcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanwue: MNpoaykr cooTeetcTayeT TpeboBaHuam HJ | 3akmouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / " \VS
HoxymeHT nposepeH OKK: @:'3\(:‘:;2 HoxymenT opobper OOK: '(%“’} -
/ T ' ¥ E
Date / Date / 100723
Nara: lores 2093 [Jara: : '

FMQC003-15-07

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 e




Cipla

CERTIFICATE OF ANALYSIS
- CEPTUDHKAT AHAJIN3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKMH 13,5 mr

Batch No / Cepust Ne : 483043 Batch Quantity / O6bem cepun:  5840packs / ynakosox
“ |AR No / Apannrugecknii oraer Ne :  ARF/093/2023 | Date of Analysis / Tara anasmza:  10.07.2023
06/2023 Date of Expiry / I'oxen no: 05/2026

Date of Mfe / Jlara nponsBoacrsa:

Analysis performed according ND / Ananmms nposenén mo HII: [T N013745/01-180522

Ne Result / PesynbsTaThr

Test / Hoka3areib

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

6JTHCTE3]) H3 MIEHKH

(MONTUATHIIEHOBOH/

M0 MPpUMEHEHHIO.

Package / Ymakosxka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

NOJIMBHHIIXIOPHAHON

[OJMBUHHUIIIEHXJIOPUIHOM) 1
ANOMHHHEBOH (Qobru, mo 25
BmuCcTepOB B KAPTOHHYIO MAUYKy
C BIIOXEHHEM 25 HHCTPYKLIMH

Package / Ymaxoexa - 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. / [To 20
TabneTok B OnMCTep M3 MIIEHKH TPEXCIOHHON
(MBX/TIDMIBAX) u amomunnesoii domsru. ITo 2
wiau 3 GnucTepa BMeCTe ¢ MHCTPYKLIMEH 10
NPHMEHEHHIO B KapTOHHYIO0 nauky. [To 20 tabnerok
B OnHCTEp M3 MIEHKH MOJIUBHHUIXJIOPHIHOM
(MONMHITUIIEHOBOH / IONMHBUHHIIEHXIOPUAHOI) 1
anroMIHIEBO# (obri, no 25 GiucTepos B
KapTOHHYIO NMAyKy ¢ BIOMXEHHEM 25 MHCTPYKLKi 110
NPHMEHEHHIO.

ip Labeling / Mapkuposka According to ND /

B cooteetcTuu ¢ HJJ

13 Storage conditions / Ycnorus

XpaHeHHs Bhie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe Npu TeMIiepaType He

3 years / 3 roma

14 Shelf life / Cpox roaHocTH

Remarks : The Product conforms to ND/
Mpumeuanne: MNpogykr cooteeTcTBYET TpebosaHam HJ

Conciusion : APPROVED /
3aknoyeHue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

S

HokymerT nposepeH OKK: /@E,S_\Q;P_ HokymerT opobpeH OOK:
Date'l [0:0% <2023 Date.I \0‘07.'2:5
Lara: fara;

FMQCO003-15-07

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




MASTER COPY

Authorized By (QA Head)

Sign & Date:% —
ik l

MASTER FORMAT

M v .
SEICRENEVERIN. | o, PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE, -
TUEM , PERNEM,
GOA - 403512, Ref. Doc. No. QA/048 Page No. 1o0f2
INDIA.
Previous Product Name: Cenade gbld Previous Batch No. 4832042 LineNo.: I
Prodyct Name: Stnad ¢ laplet B = An2301a 1 5100066 F4<
*EXPORT/LOCAL: _& 012969150 BatchNo. : T8304 3 Batch size:_3060066 Nes
Mfe. Date: ©6[2623  Exp. Date: 052626 Date of inspection: from 306623 to 63°07°23
Keys: = complies/OK NA = Not Applicable
- =No defects are observed X= Does not comply/Not
Sr. SHIPPER NUMBER
No. DEFECTS & 1w 127 [ 25 [ a3 [Ba )
1. | Shipper Top / Bottom Taping — e v v ~ hatl
2. | Shipper Overprinting / Labeling — \/ v v v e
3. | Packer Name SO medq e epots |Pratinshg M idWs [Saishaec [Pratirshg ,
4. - | Shipper Fill Value ({06 x 2§ x28%)| ~ v v | - 4 | | % (4ox2ckae’)
5. | Bundling Quality / Pouch Quality NA | Np | NA | A | NA | e |
6. QOuter Carton Overprinting NA NA N ™A N A NA \
7. | Inner Carton Overprinting — - v | v i A \
8 Cracked/half tablet/Broken tablets =
| edges. B B i i i
9. | Missing Leaflet - - o - — e | = \
10. Blister (_)verprmtmg / Smudging ok B oK O1c B Ok
Embossing
11. | Missing units/Extra units —~ - = = — — \
12. | Broken/chipping/ molted Tablets — = - - - — an S D
13. | Spot/ Powder In Blister / Tablets. - — - o _ \
14. | sticking / Picking - — — - ~ - \
Sealing/foil/ pinhole/ forming
15. : - - e = = -
defects
16 Blister /Wrinkles / Improper _ -
" | Knurling/ Torn pocket — B - _
Foreign Product/Foreign/ _ \
iy ; - — = - -
extraneous Material
18 Wrong appearance/different shape - - \
" | of tablets/blister N = - -
19. | Colour of tablets v — \./' — “— — \
20. | ** Other defect s —_ - = _ e \
21. | Total Defects = — L= - = — \
22. | Total replaced Units NA NA A | NA N A NA \
23, .Shippef weig.h: of each shipper after 2061100267 15055-20¢[26130) ¢ A0 1q 960
inspection (kilogram/gram)
Confidential Document Restricted circulation FORMAT NO-: FMQAO048-01-02

QT\ 8.06-2 73




.
MASTER COPY|

oy Authorized By (QA Head)
Sign & Date: @#5ic ;
. MASTER FORMAT o B oo
SIM(IZ’II:I(E‘:?I NPJ;ELGI;:[D' Title PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE, '
TUEM , PERNEM,
* " GOA - 403512, Ref. Doc. No. | QA/048 Page No. 2 of 2
INDIA.
Done By gg‘; q (ngnjq Sb@ﬁ?‘l §on'tj‘4§‘;qu Lo \N A L@J&vrn}
Checked By 25063338 ok Bl g 7o 5?‘3‘13 o123 é?o‘?lf‘} e
*(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
Total shippers packed in €g {ol] 4 61 o6Le Total shippers checked in batch | 4
Batch
Total Quantity packed UL x2S Y20 % of Pack Stock carried out on o,
batch
Defect Observed e
** If any Other defect observed e
Nature Of Defect Observed ( Critical, Major, Minor) =
Action Plan For Defect NA
Corrective Action And Preventive Action (CAPA) CONA
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection Y
Total Replaced Unit Blister/Carton/Shipper N A
I . 1”'; /A <,'b\‘) 03
Certified By: éé 030743 Rechecked By: -5 3.07.2 ] Approved By: _ { %&?{1’? 204
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
4
Confidential Document Restricted circulation FORMAT NO.: FMQA048-01-02

o+ ) D5.0¢-23




