Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484103

| **Manufacturing Batch number:NA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

:

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 :10/2024

Expiry date :09/2027

**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/S576/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 :Senads

*Lot / Packing Batch number :484103

Ceitification 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
(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 persoi

authorizing  the
release

batch

: Jyoti Shetye.

Head Quality.
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512

India

Signature of person

authorizing the
release

batch

T

Date of signature

17-1040-:»,0,
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Cipla

CERTIFICATE OF ANALYSIS

LY

CEPTUOUKAT AHATTH3A

Page 1 of 4/ Crp. 1 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKHM 13,5 mr

Batch No / Cepun Ne: 484103

Batch Quantity / O6bem cepun:  5843packs / ynakoBok

|AR No / Ananuruseckuii oruer Ne : ARF/189/2024 |Date of Analysis / fara anannsza: 17.10.2024

Date of Mfe / Jlata npoussojcrsa:  10/2024 Date of Expiry / I'ojen jo: 09/2027

Analysis performed according ND / Auann3 nposenén no HJI: IT NG13745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Nz 1 ot 09.07.2024

Ne

Test / TlokaszaTenn

Result / PesyabTartsl Specification / Hopma

1 | Description / Onucanue Complies / CooTBETCTBYET 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. / TInockue kpyrible TabIeTKH CO
CKOUIEHHBIMH KPasMH# OT KOPUYHEBOIO 10 TEMHO-
KOPHYHEBOTO 1IBETA C BKpaIuieHuaMu. Ha onHo#t *
cTopoHe TadneTkH BeiaasneHo cnoso «CIPLA», Ha
IpYrofi - THHES pazoMa.

2 | Identification / ITomIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcIBYET OxpainiBaHie aMMHA4YHOTO pacTBOpA B KPACHBIH
AHTPaxHHOHOBbIE TITHKO3MIbi iy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTcTByET chromatogram of the sample solution should
Merunnaparuapokcuden3oat corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEepKUBAHUA OCHOBHOTO MUKA HAa XpOMaTorpaMme
HCMBITYEMOTO PacTBOPa J0MKHO COOTBETCTBOBATh
BpEMeHH y/IePAKHBAHUA OCHOBHOIO [HKa Ha
XpOMarorpaMme cTaHIapTHOTO pacTBOpa
MeTunnaparuipokcudensoara (pasaen
«MerunnaparujpokcuOeHsoar).

3 | Average weight / Cpennss
Mmacca

186.89mg / 186,89mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks ; The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykr cooTeeTcTayeT TpebosaHusm HO | 3aknwoyexnue: ONJOEPEHO

Checked by QC In-Charge / 5. &
[okymeHT npoeper OKK: %{;t’"‘

Approved by QA In-Charge / %
[okymeHT ogobpeH OOK: p B

Date /

,El,aTa' o102 o2y

Date /
[arta:

7 (0. 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




Cipla

CERTIFICATE OF ANALYSIS
i CEPTHOUKAT AHAJIU3A

Page2o0f4/Crp.2u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484103

Batch Quantity / O6bem cepnn:  5843packs / ynaxosok

AR No / AnaanTuacckuii oraer Ne: ARF/189/2024 | Date of Analysis / Jlara anaausa: 17.10.2024

Date of Mfg / Jlara npoussoacrea:  10/2024

Date of Expiry / Toagen a0: 09/2027

Analysis performed according ND / Ananns nposeaén mo HJL: II N613745/01-180522, amend No. 1 dated
09.07.2024 / TI N$13745/01-180522, u3m. Ne 1 ot $9.07.2024

Ne Result / Pe3yabTaThi Specification / Hopma

Test / TloxazaTesb

4 | Uniformity of weight/ Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5

O,L'LHOPO,E[I-IOCTB ng macce

%
2/20 tablets NMT £15% / 2/20 re 6onee = 15%

5 | Loss on drying / [Toreps B 1.9% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BBICYLIUBAHHH i
6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
PacrgopeHne He menee 70 % (Q) cenuoszunos yepes 120 Mux

7 | Uniformity of Dosage units / AV =6.0 The acceptability index forn = 10 AV <L1.

QIHOPOJIHOCTE A03UPOBAHUS

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:

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

L1=15.0;12=25.0,

[MoxaszaTens npuemiiemocti ansi n=10 AV <L 1.

B ciyuae, ecii 3HaueHne AV npepbimaet L1,
MPOBOJAT HCHEITAHME Ha cneyromux 20 odpasuax.
Jlnga n=30 AV <L1. Bee 3HaueHus xi 10JDKHBI
YIOBIETBOPATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)

KoJsriiecTBeHHOE  OnpejeneHne 14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexktpodoTomeTpiis) Ot 12,15 5o 15,53 mr (o1 90,0 1o 115,0 %)
14,00mr/1a6 CEGHHO3HJIOB B IEpecyeTe Ha CeHHo3ua B B 01HO#M
TalbreTKe.

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

Remarks : The Product conforms to ND/

Mpumeyanue: MNpogykr cooTseTcTByeT TpebosaHuam HI | 3aknioueHue: OOOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / .
[lokymeHT nposepeH OKK: ’?E,T-J

Approved by QA In-Charge / t\{
JokymeHT ofobpeH OOK: %\\:',/

Date /

[ara: [7:lo-2o02-Y

Date /

Jara: 140~ TR

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac 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

% CEPTUOHEAT AHAJIM3A
Page3¢f4/Crp. I nz 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIEY, TABJIETKH 13,5 mr
- {Batch No / Cepusi Ne: 484103 , Batch Quantity / O6nem cepun:  5843packs / ynakesox
. AR No/ Ananuruueciknii oruer Ne: ART/189/2024 |Date of Analysis / Jlata ananmuza:  17.10.2024
Date of Mfg / Jlara npousroncrsa:  10/2024 Date of Expiry / I'oger jo: 09/2027

Analysis performed according ND / Auanus nposenén ne HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, azm. Ne 1 ot 09.07.2024

Ne Result / PesyabTathi Specification / Hopma

Test / [lokaszaTensb

9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
CoaepxaHue
MeTunaparuapokcubersoara ‘ 0,044mr/ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoruueckas 4ucTora

10a) | Total Aerobic microbial count /

O6miee 9HEI0 adpOBHEIX 20 Not more than 10* ¢fu/ g / He Gomee 10° /r
MUKPOOPraHU3MOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r

count / Obuiee 9HCcI0

<10

TUTECHEBRIX H JIPOHOKEBBIX

rpubon
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10>/ g / He Gomee 107 /r

bacteria/ YcroiuuBble K

AeHCTBHIO HKem4n

rpaMoTpHLATebHble GaKTepHH
10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyrctBue B I T
10¢e) | Escherichia coli Absent /OTcyTeTBYIOT Absentin 1 g/ OrcyrctBue B L1
100 | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / OteyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykr coorseTcTByeT Tpebosanuam H | 3aknwoyenue: OOQOBPEHO
Checked by QC In-Charge / - Approved by QA In-Charge / :
[okymeHT nposepeH OKK: o 0 Cd [okymeHT ofobpen OOK: %
Date/ ., o ‘ Date / - ,
Narta: TR Oara: \7-10- 2024

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac 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
CEPTHO®HKAT AHAJIU3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

HNpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne @

484103

Batch Quantity / OObem cepun:

5843packs / ynakoBox

"|AR No / Ananutnuecknii oraer Ne : ARF/189/2024

Date of Analysis / J/lara ananunsa:

17.10.2024

Date of Mfe / laTta nponzsoacraa:

10/2024

Date of Expiry / Tonen no:

09/2027

Analysis performed according ND / Auanus nposeaén o HJ/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 o7 09.G7.2024

Ne Result / PesyabTaThbi Specification / Hopma
Test / TlokazaTens
If | Pacye Ykoses ;ﬁﬁ;éfﬂ:&fi‘? “2h bl Package / YnaxoBka - 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 natient info’rmation leaflets in |CATTon- 20 tablets in a blister made of PVC
: C: YR e /PE/PVDC film and aluminum foil, 25 blisters with
o j 55 it 25 patient information leaflets in a carton. / [To 20
uonMBnpuunxno - Tabnerox B GnuUCTEp U3 TUICHKH TPEXCIOHHOM
(nonna‘rmenoal()) W (IBX/T2/IBJIX) 1 antoMuHueBoi Gousra. [To 2
HOJ’IHBHH:{JI SECROTON) i unu 3 GrucTepa BMecTe ¢ HHCTPYKIIHeH 110
aanmme;:m dxmim 16 25 MPHUMEHEHHIO B KapTOHHYIO nadky. [1o 20 Tabnerox
GiiEEiin DG 2 el GnucTep U3 IICHKH MOJIHBUHUIXJIOPHIHO
. BJIO')!\’EHHL’M 2? = > g Y (moaHITHAEHOBOI / MONHBHHHIIE HXIOPHIHOM) H
% HMQH&;HHIO TPYKE amomuHneBoii Gonery, mo 25 6aMcTepos B
P ' KapTOHHYIO TAYKYy C BIOMEHUeM 25 HHCTPYKLUH 1o
MPHMEHECHHIO.
12 Labeling / Mapxkuposka According to ND /
B cooreercTBHM ¢ H]]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temrneparype e
XpaHeHHA Bhite 25 °C.
14 Shelf life / Cpox roaHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cooTsetcTeyeT Tpebosanuam HO

Conclusion : APPROVED /
3aknwouyenune: OQOBPEHO

Checked by QC In-Charge / — =
[okymeHT nposeper OKK: rﬁ t.r

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

B

Date /

fata: LA |

Date /

Qara: \ o 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




| Authorized By (QA Head)

| Sign & Date: 915,  actp
7 MASTER FORMAT :
e e te T PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, ;
TUEM , PERNEM, " o -
COA— 403512, Ref. Dec. No. | QA/848 _ , Page No. -1-of2.
INBIA,

Previous Product Name: Senade Tablet  Previous Batch No. 484102 Line No.: T , T

Pmdg,c/t Name: %:?_QDQA_G_ Teklgt : - , A0 | ST, 000 KB5S

*EXPORT/LOCAL: RYSS28e (20 BatekNo. +_ B84 1UD Batelr size: 3o0c 00e Nel

Mig. Date: (6 l 2624  Exp. Date: o9 ko2 Date of inspection: from 7 lo-24  to ef-{0-29

Keys: = complies/OK NA = Not_Appl‘icab-li
- = No defects are observed X=Does not comply
LS. i : SHIPPER. NUMBER
o JEFECTS .
No. i =i i Jo9 |3s [ 4¢ [Sq N ,
8 Shipper Top / Bottom Taping o ~ ~ — ~ ~ \
2. | Shipper Overprinting / Labeling [ R B I B R ALY B ,
3. | Packer Name . ;ﬂ,!hhnrm Vachim e BoShini hivant Bratikcna® Sk iva \ -
4. | ShippacFill Value (losx2S x20%) | ~ |~ I~ v v 2 (43 R x29)
5. | Bundling Quality / Pouch Quality MO I ND I NP | NA ! NB NE \
6. . | -Quter Carton-Overprinting , - ™A MO P ND P NA T NG - NB \
7. | Inner Carton Serialization | A i e i “ \
o | Cracked/half tablct/Broken tablets \
© | edges. = - = = = = “
9. “Missing Leaflet 7 | = = E o - sl - i \
jo. | Blister Overprinting / Smudging . _ _ \
" | Embossing s i .o b e e \ :
11. | Missing units/Extra units - - = 4 - = L o6 &
12. | Broken/chipping/ molted Tablets - - | - - - - N7 R 4424
13. | Spot/ Powder In Blister / Tablets. z « - " = ] \

| 14. | sticking / Picking L = & - - % = a e N

15 -Sealing/foil/ pinhole/ forming B \
defects - & - - =
16 Blister /Wrinkles / Improper ~
'™ | Knurling/ Torn pocket - ' = i P -
Foreign Product/Foreign/
57 . e - - = B
extrancous Material = =
18 Wrong appearance/difterent shape 7 v \

7" | of tablets/blister - - - - - =
19. | Colour of tablets ~ ~ N v v \/ X
20. | ** Other defect - - = = = = \

- 21. | Total Defects. - (. = W - | | ' \
22. | Total replaced Units N D NR L N | W W ) : \
23 Shipper weight \Q/f each shipper afier
~7" | inspection (kilogram/gram) 20.93¢ 20270 | 20918 j20.9¢0 [20.990 | o160

Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00
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MASTER FORMAT

Authorized By (QA Head.)
Sign & Date: & :

SIMCHEM ‘.;I‘. LTD. = ‘ " '
e Fitle PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
P EM, <
e s, Ref. Doc, No., | QA/648 Page No. 2 of2
INDIA.
| Done By | RS S A s
Done By e g QQQG\‘ o EQ&\ QEE?M s e?q\\ ()QC’Q“‘\‘ \ k.
€ & ae . [& : : ISR {
Checked By g A &,\c‘f‘ &,\o-‘" 1 e Pl PRT 21 og@a g ‘,_L‘\
*(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
| Total shippers packed in : | Total shippers checked in batch
Batch SR Full + 5l leaSe : o€
" Total Quantity packed e "% of Pack Stock carried out on .
. g SR XLS X20'S | Lo /.
atch
Defect Observed - i
** If any Other defect observed =
- | Nature Of Defect Observed ( Critical, Major, Minor). B
" Action Plan Tor Defect wa
Corrective Action And Preventive Action ( CAPA) +
(If Applicable For Details Enter CAPA Number) NB
Decision For Further Pack Stock Inspection KB
| Total-Replaced Unit Blister/Carton/Shipper NA
; i
Certified By: ,-M’O g-10-21  Rechecked By: M A pg 1024 Approved By: %G 2A—
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive) o

Confidential Document

Restricted circulation

}

o
f ‘I.

('"'3"'(“’1”

FORMAT NO.: FMQA048-02-00




