BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Cipla Ltd.

Generic Name :Sennoside Tablets 13.6mg

Brand Name :Senade

*Lot / Packing Batch number :484066 | **Manufacturing Batch number:NA

Importing Country  :Russia SA

Customer :Dr.Reddy’s Laboratories

Sales Order No. :8455250/10 Quantity released: 5844X25X2{0'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 :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 :Senad

e

*Lot / Packing Batch number :484086

Certification statement

. | hereby ceriify that the information is authentic and accurate.

This batch of product has been manufactured, inciuding
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
Autherisation 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
effe hequality 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

: Puja Kashalkar.

Quality Assurance Executive .

Simchem Pvt. Lid.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of person ol
authorizing  the  batch Qob/
release
Date of signature 1.3.08 2024
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHUKAT AHAJIM3A

Pagelof4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepun Ne ;484066

Batch Quantity / O6bem cepuu:

5844packs / ynakoBok

'AR No / AnaanTnuecknii oruer Ne : ARF/141/2024|Date of Analysis / lara anannsza: 23.08.2024

Date of Mfg / laTa npomssoncrra:  08/2024

Date of Expiry / I'open jno:

07/2027

Analysis performed according ND / Ananus npeseaén no HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot (9.07.2024

Test / HoxazaTenb

Ne Resuit / Pe3yasTaThl

Specification / Hopma

| | 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. / ITnockue Kpyrusie TabIeTKH CO
CKOLUEHHBIMU KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPU4HEBOTO 11BeTa ¢ BKparuieHHamu. Ha oaHok
cropoHe TaGneTkH BeiaaneHo cnoso «CIPLAy, na
Npyro# - TUHAA paznomMa.

2 | ldentification / ITcamuHHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpalMBaHWe aMMHAYHOTO PAacTBOPA B KPACHbIH
AHTpaxHHOHOBbIE ITHKO3H b Sien
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTBYET chromatogram of the sample solution should
MeTuinaparuipokcHoeH3oar corresponds to the retention time of the principle
(BBIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepIKHBAHHSA OCHOBHOTO MUKA Ha XpoMaTorpamme
HCIBITYEMOTO PacTBOpa JOKHO COOTBETCTBOBAT
BpEeMEHH YIAEpKHBaHHA OCHOBHOTO ITHKA Ha
XpoMaTorpamMme CTaHIapTHOro pacTeopa
MeTHiTIaparuapokcHdensoaTa (pasaen
«MeTuinaparuapokcHOeH30ar).

Average weight / Cpenrss
macca

Ly

189.84mg / 189,84mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooTseTcTByeT Tpebosatuam HA

Conclusion : APPROVED /
3airoyeHue: OJOEPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: #t’“a

Approved by QA In-Charge /
OokymeHT ogobper OOK:

et

Date /

[ata: <232 °82e2Yy

Date /

Jata: 2309 20204

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

-

AHAJIM3A

CEPTUGUKAT

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 484066

Batch Quantity / OGbem cepun:

5844packs / ynaxosok

'AR No / Ananuruuecknii oruer Ne : ARF/141/2024

Date of Analysis / lata ananusa: 23.08.2024

Date of Mfg / lara npouznogcrea:  08/2024

Date of Expiry / Togen no:

07/2027

Analysis performed according ND / Anann3 nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / [Toka3zaTennb

Result / PesynbTaTtei

Specification / Hopma

Uniformity of weight /
OnHOpoIHOCTS 10 Macce

Complies / CooTBeTcTBYET

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

Loss on drying / IloTepsa B 2.1%

Macce npu BeICYUIHBAHHH

NMT 6.0 % / He 6onee 6,0 %

Dissolution / 77-85%

Pacteopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozuaos yepes 120 Muu

Uniformity of Dosage units / AV =6.0

OHOPOMHOCTE A03HPOBAHYS

The acceptability index forn=10 AV<LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30 ‘

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

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

L1=15.0; L2=25.0.

[Toxazarens npuemnemoctu aman=10 AV <L1.

B cmyuae, ecnu 3Hauenne AV npesbimaer L1,
MPOBOMAT UCMbITAHKE Ha cnefyomux 20 obpasuax.
Jnan=30 AV < LI. Bce 3HaueHus Xi JOMKHEI
YIOBNETBOPSATL HEPABEHCTRY:

[M-xi] £0,01 x L2 x M.

L1=150;L2=250.

Assay (Spectrophotometry)
KomiuecTBeHHoe onpeaeneque
(CnextpodoTomerpus)

13.98mg/tab /

13,98mr/Tabd

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 1o 15,53 mr (o1 90,0 1o 115,0 %)
CEHHO3HIIOB B MepecyeTe Ha CeHHO3MA B B ogHoil
Tabnetke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTayeT Tpebosannam HJ

Conclusion : APPROVED /
3aknioyeHue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

=)
Hoyuent nposeper OKK. "ol [lokymeHT 0go6pex OOK: }Z_w\/“@f/
Dare Date /
Oara: S23-08& 202y Nara: 2. 2-0% 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
CEPTHOUKAT AHAJIM3A
= ) Page30f 4/ Crp.3m3 4

1

Product: SENADE TABLETS 13,5 mg IIpomykr: CEI-[AIIF, TABJETKH 13,5 mr

Batch No / Cepust Ne : 484066 * |Batch Quantity / O6nem cepun:  5844packs / ynakoBox

AR No / Ananurauecknii oruer Ne : ARF/141/2024 | Date of Analysis / JlaTa ananusa: 23.08.2024

Date of Mfe / lara nponssoacrea:  08/2024 Date of Expiry / Togen no: 07/2027

Analysis performed according ND / Anaiu3 nposeaén no H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PeayabTaThl Specification / Hopma
Test / [TokazaTens ‘
9 | Content of Methyl 7 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHImaparuapokcubensoara 0,043mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGHoioruieckas YucToTa

107) | Total Aerobic microbial count /
O0uree uncn0 a2POOHBIX 10 Not more than 10* cfu/ g / He Gonee 10* /r

MUKPOOPTAHH3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gonee 10° /1
count / OBuiee yncio <10
MJIECHEBBIX M APOATIKEBLIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10/ g/ He Gonee 10” /r
bacteria/ Ycroituupsie k
NeHCTBHIO KETUH
rpaMoTpHLaTebHbIE fakTepru

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OtcytcTBue B 1 1

10 ¢) | Escherichia coli Absent /OTCYTCTRYIOT Absent in | g/ OtcytctBHe B 1 ¢
101) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcytctne B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Npumeyanue: MpoayKT cooTeeTCTBYET TPEOOBaHUAM H | 3akmwoyenue: OJOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /
NokymeHT nposepex OKK: -‘;ﬁ’t"o [OokymeHT opobper OOK: @‘;{
Date / Date /

Dangy 25 BRI [ara: 2208 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
CEPTHOUKAT AHAJIM3A

-

Paged of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne : 484066

Batch Quantity / O6bem cepun:

5844packs / ynakoBox

AR No / Anaauragecknrii oruer Ne : ARF/141/2024

Date of Analysis / Jara ananunza: 23.08.2024

Date of Mfg / JlaTa npeussoxcrsa:  08/2024

Date of Expiry / 'ogen go:

07/2027

Analysis performed according ND / Asanus nposenén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

No Result / PesyabTaTnl Specification / Hopma
Test / IlokazaTeb
11 | Package / Yrakoska Pack Vnax - 20 tablet : ;
= ina; bal%:tér n?:é\gzl;.a 5 | package / Vrakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
sl foil. 35 bitgters Wity | 3 blisters and a patient information leaflet in a
25 patient info,rrnation Jeaflets in carton. 20 tablets in a blister made of PVC _
o carton. ! Tio 20 Taforeton B /PE/PVDC film and aluminum foil, 25 blisters with
S : Epimerlin 25 patient information leaflets in a carton. / ITo 20
I'IO.J'lHBHpHHJTXJIO —_— TabneToxk B 6MCTEp M3 IIEHKH TPpeXCoitHoH
(HOHHBTMHQHOB]:JFI / (TIBX/IID/MTBJIX) u antomuHuesoil onbru. ITo 2
FONMEHHALIEAXIOPUIHOH) unu 3 GrEcTepa BMECTe ¢ HHCTPYKUMEH no
aMOMUHHEBON POBLH, 110 25 NpUMEHEHHEO B KapToHHyIo nadky. [To 20 TabneTtox
GuCTEpOR B KapTOHHy;O MKy B GUIHCTEp M3 [IEHKU NOJMBHHHIIXIOPHIHOH
¢ BnoKeHieM 25 EEeTpyRIHH (MONMATHUNCHOBOI! / MONUBUHHUIIAEHXJIOPHUAHOI) K
s T amoOMUHHEBOH (osibrH, no 25 6nucTepos B
P ’ KapPTOHHYIO Ma9Ky C BIOJKEHHEM 25 MHCTPYKUMIL Mo
NPHUMEHEHHIO.
12 Labeling / Mapkuposka According to ND /
B coorserctaun ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temneparype He
XpaHeHus eoime 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootseTcTByeT TpebosaHnam H

Conclusion : APPROVED /
3axkniovyenue: OOOEPEHO

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

JoxymenT nposeper OKK: ?ﬁ,u} HokymeHT opobpex OOK: M
Date / , Date /

Qara, 23 0% %Y fata: R el iR

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: %
- MASTER FORMAT
MCOCHERN V' ;
i I}Eﬁ?}‘;‘ﬁﬁ.ﬁ{f > Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, : , =
L. (,él’ P’ | Ref.Doc.No. | Q048 : Page No. 1of2
INDIA.
Previous Product Name: _Sconade Tahlet Previous Batch No. 494 cESS LineNo.: X,T¥
Product Name: __ Setade Tablet Stcocookas |
*BXPORT/LOCAL: R4Ssicelie BatchNo. - 484066 Bateh size: 3000000 WeS
Mig. Date: '\'{\ 208 Exp. Date: o] [5an7 Pate of inspection: from \3- o224 o 136924
Keys: V= complies/OK NA = Not Applicable
- = No defects are observed X=Does not comply
Sr.. R _ —_ SHIPPER NUMIBER _
No.| o\ i 29 125 | 44 59 N\
' | 1. | Shipper Top / Bottom Taping | ~ |\~ e - S v v I\
2. | Shipper Overprinting / Labeling N v | A v v - x
3. | Packer Name oredme | on o b By FEESeclov el |\ e
4. | Shipper Filt ValueClee x25%28'S) | o b For F¥* | 5%\ (3 2cimi)
3. | Bundling Quality / Pouch Quality NB R ' wh [ Ne AL AL :
6. | Outer Carton-Overprinting W NI R S o A A \
1 7.__| Inner Caiton Serialization e o | S T e — e !
g | Craciced/half tablet/Broken tablets
© | edges. o - = e i &
9. | Misuing Leaflet - = [~ | = = =
10, | Blister Overprinting / Smudging \
" | Embossing fogid | N A= W
11. | Missing units/Extra units s = = L~ e - \
12. | Broken/chipping/ molted Tablets | ~ - - - - = | \
\
{13, Spot:f Powder In Blister / Tablets. - - - - N _ H‘Pr | 3|-/c\>@= 24
-14. | sticking / Picking L - - - - , » :
: o Sealing/foil/ pinhole/ forming i . . ' \ .'
" | defects - - - B
16, | Blister /Wrinkles / Improper E ) \
| Knurling/ Torn pocket _ - i s B ; '
' Foreign Product/Foreign/
17| e - _ " .
| extraneous Material .
18 | Wrong appearance/different shape | ; : \
77" | of tablets/blister N = 3 - 7 P = |
| 19. | Colour of tablets ) v b N _\__, -v/ ke v 4
1 20. | ** Other defect _— - . - - - \
- 21. | Total Defects . e s - | - o \
22. | Totalreplaced Units NR NE I wp | wA W (VSN \
2. | Shipper weight of each shipper after I _ , \ 1
=71 ingpection (kilogram/gram) 26-916 [26.976 25 @30 [20q7e 15 A00 [I0-250 j : !
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00
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MASTER FORMAT

W

Authorized By {QA Hﬂad)
| Sign & Datﬁ\ g

SIMCHEM PVT. LTD.

PLOT No. 60-65; Title PACIa 5T

H OCK INSPECTION CHECKLIST -EXPORT

TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM, \
GOA - 403512, Ref, Doc. No. | QA48 Page No. 2 0f2
INDIA.
i Srenad {30end [ hal | soonl | Snenay | Sneha \\ ki
y Ch(‘}ukedB} Bc‘z?ﬂ ‘3“93'1{‘1 \3“3{{'7—% -13‘4’!-'3 2 la‘oglq_l_, ‘3,03,111 \5.05, L'«\

| *(For export mention the export order no.).

FINALINSPECTION CHECKLIST:

Total shippers packed in i { Total shippers checked in batch
\ Lo
Butch . SR Full Yol Losge ! o0&
|  Total Quantity packed : 1 % of Pack Stock carried out on Lot
D244 x 13 w20 | batch '
Defect Observed =

** If any Other defect observed

- | Nature Of Defect Observed { Critical, Major, Minor)

Action Plan For Defect
! N
Corrective Action And Preventive Action ( CAPA)
(I Applicable For Details Enter CAPA Number) N A
Decision For Further Pack Stock Inspection A
“Total- Replaced Unit Blister/ Larton/thppe. a
N

Certified By éHyQ& 24 Rechecked By:

@ 140824 Approved By: g’%og- 24

(Packing Officer) {QA Officer)

{Quality Assurance Head / Executive)

Confidential Document Restri

&b,

cted circulation FORMAT NO.: FMQA048-02-00
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