BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Cipla Ltd.

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484075 | **Manufacturing Batch number:NA

Importing Country  :Russia SA

Customer :Dr.Reddy’s Laboratories

Sales Order No. :8455250/10 7 Quantity released: 5844X25X20’s

Marketing Authorization Number: NG13745/01 (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

Mig. 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/IDRUGS/S76/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 :484075

' Certification state_menf

- | 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 deviationYor with deviations assessed as having no
effect on the guality 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 person

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

o5

Date of signature

3|(p8r€-a-’2—‘-1
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Cipla

CERTIFICATE OF ANALYSIS

" CEPTHOUKAT AHATWU3A

Page 1 of 4 /Crp. 1 u3 4

[Product: SENADE TABLETS 13,5 mg

Opoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 484075

Batch Quantity / OGsem cepun:

5844packs / ynakosox

AR No / Ananmntunyecknii otuer Ne: ARF/153/2024|Date of Analysis / lata anann3a: 31.08.2024

Date of Mfg / JiaTa nponseoacrsa:  08/2024

Date of Expiry / 'ogen no:

07/2027

Analysis performed according ND / Ananus nposenén no HI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Test / [lokazarenn

Ne Result / PesyabTaThl

Specification / Hopma

I | Description / Onucanue

Complies / CooTserctRyeT

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. / [Tnockue kpyribie Tabnetku co
CKOLUEHHLIMHU KPasMH OT KOPHUHEBOTO J0 TEMHO-
KOpH1HEBOrO LBETA € BKparuieHuaMu. Ha onHoii
cTopose TabneTkH BeiaaBieHo cnoBo «CIPLA», Ha
NpYroii - TMHUSA pa3fioMa.

7 Identification / IToanuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OkpatimBanne aMMHauHOTO pacTBOpa B KpacHbIi
AHTPaxHWHOHOBbIE TJTHKO3H/IbI i,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootercTByeT chromatogram of the sample solution should
MetunnaparuapokcuGeHzoar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP:KUBAHUA OCHOBHOTO MHKA HA XPOMATOrpaMMe
HCIMBITYEMOI0 PACTBOPA A0KHO COOTBETCTBOBATE
BPEMENH yIepXKUBAHHS OCHOBHOIO MHKa Ha
XpOMarorpaMmme CTaHAapTHOrO pacTBOpa
MeTuinaparsapoxkcudensoara (pasaen
«MeTunnaparuapokcubensoar).

3 | Average weight / Cpennsis
macca

191.78mg / 191,78mr

189.99 mg +7.5% / 189,99 mMr +7,5%

Remarks : The Product conforms to ND/
MNpumewanue: MNpogykr cooTeeTcTBYET TPEGOBaHUAM HJ]

Conclusion : APPROVED /
3aknwyenue: OOOGPEHO

Checked by QC In-Charge / T
[okymeHT nposeper OKK: '?ﬁ

Approved by QA In-Charge /
HokyMeHT oaoBpeH OOK: %;

Date /

Oara: i Ve anl oy

Date /

Hara:. 34108 2eth

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

-

CEPTHOPHUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484075 Batch Quantity / Oobem cepun: = 5844packs / ynakosok
* |AR No / Ananutnueckuii oruer Ne : ARF/153/2024 | Date of Analysis / TaTta anannza: 31.08.2024
Date of Mfg / Jara npoussogersa:  08/2024 Date of Expiry / Togesn no: 07/2027

Analysis performed according ND / Ananus nposeaén no H/: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesynbraThbi Specification / Hopma
Test / lNokazatenn

4 | Uniformity of weight / Complies / CooTBetcTRYET 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee + 7,5
OJHOPOAHOCTL MO Macce %

2/20 tablets NMT =15% / 2/20 ne Gonee = 15%

5 | Loss on drying / [Toreps B 2.8% NMT 6.0 % / He Gonee 6,0 %
macce MpH BbICYLIHBAHHH

6 | Dissolution/ 77-85% NLT 70 % (Q) of sennosides in 120 minutes
Pactpopenne He merece 70 % (Q) cennosuznon yepes 120 Mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <L1.
OnHOPOIHOCTD A03HPOBAHHS 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;L2=25.0.

[Tokazatens npuemaemocty ana n=10 AV <LI.

B cnyuae, ecnu 3nadenue AV npessbimaert L1,
MPOBOJAT UCMbITAHKUE Ha cneayiomux 20 obpasuax.
Jna n=30 AV < L|. Bce 3HaueHus Xi Q0KHBI
YIOBNETBOPATH HEPaBEHCTBY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuyecteennoe onpeaenentie 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexTpogoTomeTpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,08Mr/Ta6 CEHHO3WJIOB B MepecyeTe Ha ceHHO3ua B B o1HOil
Tabnerke.

Remarks : The Product conforms to ND/
Tipumeuanue: Mpoaykr cooreeTcTByeT TpebosaHnam HA

Conclusion : APPROVED /
3akntoyenue: OQOBEPEHO

Checked by QC In-Charge / ~
OokymeHT nposeper OKK: o»—;b'p

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

P

Date /

[ara: 2\ o% - 202Y

Date /

31082924
[arta:

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




CERTIFICATE OF ANALYSIS

Cipla

' CEPTU®HKAT AHAJIH3A

- ) Page3 of4/Crp.3u3 4
Product: SENADE TABLETS 13,5 mg Mpoxykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusn No: 484075 Batch Quantity / Ofbem cepun:  5844packs / VHAKOBOK
AR No / Anamuraueckuii oruer Ne : ARF/153/2024|Date of Analysis / {ara ananuza: 31.08.2024
Date of Mfo / ara npoazsoacrea:  08/2024 Date of Expiry / Ionen no: 07/2027

Analysis performed according ND / Ananns npopeagn mo HJ/i: TT N013745/01-180522, amend No. I dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne Result / PesyabTaTthl

Test / loka3zaTens

Specification / Hopma

9 | Content of Methyl 0.042mg/tab
parahydroxybenzoate(HPLC)/
Conepucanue
MeTunaparuapokcuieHsoara 0,042Mmr/1a6
(B2XX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas YncToTa

10a) | Total Aerobic microbial count /
O61uee unco aspobHbLX 20
MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / Of1ee yuco

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

<10
TIECHEBBIX W APOIKIKEBLIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10/ ¢ / He 6ontee 10° /r
bacteria/ Ycroiiuussie K
JNEeHCTBHIO KeauH
rpamMoTpHLATebHbIe akrepuu
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin | g/ Otcyrcreue B 1 1
10¢e) | Escherichia coli Absent /OTcyTcTBYIOT Absent in 1 g/ Orcyrcteue B 1 r
100 | Salmonella ' Absent / OrcyrerByroT Absentin 10 g / Orcyrcreue 5 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cootsetcTayeT TpebosaHuam H

Conclusion : APPROVED /
3akniyeHue: OOBEPEHO

Checked -Ch / L
ecked by QC In-Charge %

[okymeHT nposeper OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

B

Date /

[ara: 2 by R S

Date / 2\0%8 2024
Oara:

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
: CEPTUDHUEAT AHAJIM3A

Paged of 4 /Crp. 4 nz 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJAETKH 13,5 mr

Batch No / Cepust Ne @ 484075

Batch Quantity / O6bem cepun:

5844packs / ynakosok

AR No / AsanuTnuecknii oruer Ne : ARF/153/2024|Date of Analysis / Jlata ananusa: 31.08.2024

08/2024

Date of Mfg / laTta npou3BoACTBA:

Date of Expiry / I'ogen mo:

07/2027

Analysis performed according ND / Auannz nposenén mo HJ: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThbl

Test / IMoxkazaTe/b

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

onucrep U3 MIEHKH

(moMMATHNEHOBOI/

o NpUMEHESHHIO.

Package / Vnakoska - 20 tablets

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

l'IOJ'lI‘lBHH[—IJlXJ[OpHHHOﬁ

MOJMBUHUIAEHXIOPUIHOI) H
amomutneBoit osbry, mo 25
6MCTEPOB B KAPTOHHYIO Mauky
C BIOXKEHUEM 25 UHCTPYKIHH

Package / Ynaxosxa - 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
TabneTox B GnHCTep U3 MNEHKW TpeXciaoiHol
(MBX/MT/MIBAX) 1 anroMmunHeBoii (onbru. o 2
unu 3 GnucTepa BMECTe ¢ MHHCTPYKLHE(T Mo
NPHMEHEHHIO B KAPTOHHYIO mayKy. [To 20 Tadnerok
B ONIHCTEp M3 IUICHKH NOJTHBHHHIXJIOPHIHOM
(nonu3THNEHOBOIH / MOMUBUHUIAE HXJIOPHAHOM) H
aIOMMHKUEBOH (JOIbrH, Mo 25 GIHCcTepoB B
KapTOHHYIO NAauKy C BIAOKEHUEM 25 UHCTPYKLHMIA Mo
NpHUMEHEHHIO0.

12 Labeling / Mapkupogka According to ND /

B cooterctBun ¢ HJI

13 Storage conditions / ¥Ycnopus

XpaHeHus Bbiie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temeparype He

14 Shelf life / Cpok roxHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteeTcTayeT TpebosaHwam HJ

Conclusion : APPROVED/
3axntoyenue: OQOBPEHO

Checked by QC In-Charge / 4@65)

[okymeHT nposeper OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date /

| para:  21-o® 29>

Date /

fara: Frem s Bee

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: G¥io-  aotd>
7 MASTER FORMAT . ——
AR TRl (i PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, | e
ERNEM , . .
b vk ‘:;;;gf‘ | Ref. Doc. No. | QA/048 : . PageNo. 1of2
INDIA. —
Previous Product 'Narhe: Cenadz. Tablet Previous Batch No. 434074 LineNo.: T,IC
== o Es G Lo Ee §76. 000 K5)
 Product Name: _Scnade Tublet )
*EXPORT/LOCAL: g4s525010 Batch No. » 484075 Bateh sizér 3000000 or
Mifg. Date: _0Y[ 2024  Exp.Date: 07/ 2027 Date of inspection: from 21 09.26 o 24°082%
Keys: = complies/OK NA= Not Applicable
- =No defects are observed X=Does not comply
St.: | : SHIPPER NUMBER
No. BEFECES ol 14 2S | 894 49 59

1. | Shipper Top / Bottom Taping v v v o v b N

2. | Shipper Overprinting / Labeling v v e Lttt ] e - \
3., | Packer Name Shrutl (Selal  Deepayp Farive | Senal  iSonal \ :
-1 4. | ShipperFill Value ¢ |qo125¢20'S) | v il 1% v - A \ % 044 ¢2540a5)
5. | Bundling Qua'ity / Pouch Quality NA NA 1 Na M WA I NB \ j
6. Quter-Carton-(verprinting - A X N Ne A NA \ -,
7. | Inner Carton Serialization . xA W ST o Nt — | \ '
o | Cracked/halft-hlet/Broken tablets N . ~
™| edges. o B N -
9. | ‘Missing Leafl.* - . & [ = - - =
. | Blister Overprinting / Smudging | : . \
o Embossing v sl v N —
Missing units/Extra units oo - - | o= P O S| Lk 1
12.. | Broken/éhipping/ molted Tablets | - - - - - o {0140
Ny
13. | Spot/ Powder In Blister / Tablets. | - - e F o T = - N
| 14. | sticking / Picking -~ ] - . 1 o - - | ol
15 Sealing/foil/ pinhole/ forming - ) ; . - o \
" | defects : S
6. | Blister /Wrinkles / Improper B \
" | Knurling/ Torn pocket e = N - I B : '
Foreign Product/Fereign/
17. g = s . . = =
| extraneous Material
13 rong appearance/different shape - | \

" 1 of tablets/blister - B i g o ' ]
19. | Colour of tablets v . 7 i T o \
20. | ** Other defect 1 ~ = = - = - \

- 21.. | Total Defects, - F e - o = ‘ \
22. | Total replaced Units - NA NA Ne [ NA  rvA ; \ .
73 Shipper weight of each shipper afier , :

7" 1 inspection (kilogram/gram) 2)* oo [2kold 2l \ye 2| e® [il-ate |63
Confidential Document 7 Restricted circulation FORMAT NO.: FMQA048-02-00

7y 20%-24
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, | Authorized By (QA Head) |
r | Sign & Date: @5 o 223
. MASTER FORMAT = e o
S M PVT. LTD. ki s emn i : ' . 5
A Title PACK STOCK INSPECTION CHECKLIST -EXPORT
- TUEM INDUSTRIAL ESTATE, o
B Ref. Doc. No. | QA48 : Page No. 202
INDIA.
Done By 1Snehal [Snelel %’F\é\\ol S\\@ha}\. srehal  {3nehal \‘ =
- Checked By ' 23040 24 |23 00 B | 230 240824 P4 a8t @é}v Al 1'1\\
*(For export mention the export order no.) '
FINAL INSPECTION CHECKLIST:
Total shippers packed in - Total shippers checked in batch |
‘ Batih - S&{ull ¢ ol loase ; 06
“Tot ity packed ' % o Stock carried out
 Total Quantity packe | 5 %44sa5K00' S % of Pack Stock carried out on -
batch
Defect Observed - B
: *# If any Other defect observed =
- | Nature Of Defect Observed ( Critical, Major; Minor).
Action Plan For Defeat ‘ N
Corrective Action And Preventive Action ( CAPA) | :
{(If Applicable For Details Enter CAPA Number) | NA
Decision For Further Pack Stock Inspection
| | N
- Total Replaced Unit Blister/Carton/Shipper s
. : ' ; \&
Certificd By: ’#g 40§ 29 Rechecked By:  (N24-08:24  Approved By: .@*’%aﬁ-o g-24
(Packing Officer) (QA Officer) {Quality Assurance Head / Executive) a
Confidential Document Restrieted cireulation FORMAT NO.: FMQAD48-02-00 :

@ 2hoF. 244



