Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade ‘

*Lot / Packing Batch number :484070 | **Manufacturing Batch number:NA

Customer :Dr.Reddy’s Laboratories

Importing Country  :Russia SA 1

Sales Order No. :8455250/10 _ Quantity released: 5842X25X20’'s

Marketing Authorization Number: N013745/01 (Product Registration No.)

Name and address of | Cipia Ltd., Peninsula Business Park
Marketing Authorization | Lower Parel, Mumbai, india
Holder:

Strength / Potency : Dosage form :Uncoated Tablets

Senna extract equivalent t¢ 13.5 mg of Sennosides
A &B as Calcium Salts.

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

Mfig. 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/576/L

Authorization Number /
Licence or Ceriificate of
GMP Compliance of a
manufacturer

Results of analysis : Certificate of analysis attached

Comments/remaiks [

*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

*1 ot / Packing Batch number 484070

Ceriification 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 positionf/iitie and
address of persen

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

Date of signature
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTHO®UKAT AHAJIM3A

Page 1 0f 4/ Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484070

Batch Quantity / O0bem cepun:

5842packs / ymaxopox

AR No / Asanurugecxnii oruer Ne : ARF/148/2024|Date of Analysis / Jiata ananmza: 27.08.2024

Date of Mfe / llara npousseactea:  08/2024

Date of Expiry / Fegen no:

07/2027

Analysis performed according ND / Auann3 nposeaés nio H/: II N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 or 69.07.2024

Test / TlokaszaTeib

Ne Result / PesyabTaTsi

Specification / Hopma

1 | Description / Onicanue

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. / [Tnockue kpyrakie TabneTku co
CKOLIGHHBIMU KPasMH OT KOPHYHEBOTO /10 TEMHO-
KOpPUUHEROTO LIBeTa ¢ BKparuieHusmMu. Ha onnolt
cTOpoHe TadneTkH BbljjarieHo cnoro «CIPLA», na
IpYro# - IMHUA pa3sioma.

2 Identification / IlopmnHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpauinBaHie aMMMa4yHOTO pacTBOpa B KpacHbIH

AHTPaXUHOHOBbIC [NIMKO3HIbI eI

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle pealk in the
(HPLCY/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubeH3oar corresponds to the retention time of the principle
(BIXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
VIEPKUBAHMS OCHOBHOIO MMKa HA XpOMaTorpaMme
HCTBITYEMOI0 PacTBOpa JOKHO COOTBETCTROBATh
BPEMEHHM YICPXKHUBAHUA OCHOBHOIO ITHKa Ha
XpomMaTorpamMmMe CTaHZapTHOro pacTBopa
MeTuinaparuapokcudensoara (pasmen
«MeTtunnaparuapokcuOeH30aT).

Average weight / Cpesnsis
Macca

L2

192.13mg / 192,13mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks . The Product conforms to ND/
Mpumeyvanue: MpogykT cooteeTcTByeT TpeGosaHuam HJ

Conclusion : APPRQVED /
3aknmovenune: OGOBPEHO

Checked by QC In-Charge / 9£b-'°
OokymeHT nposepeH OKK:

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

e

Date /

Nava: 2708 1LO0YY

Date /

107 Lo
HaTta: ik “

FMQCO003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt, Ltd., Plot No. 60-63, Tuem [ndustrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

‘ CEPTHGHUKAT AHAJIM3A
- : Page2 0f4/Crp. 2 u3 4
Product: SENADE TABLETS 13,5 mg IpogykT: CEHAHE®, TABJETKH 13,5 mr
Batch No / Cepust Ne: 484070 Batch Quantity / O6nem cepun:  5842packs / ynaxosok
* |AR No / Anajanrnyecknii oryer Ne : ARF/148/20”4 Date of Analysis / JIaTa ananu3za: 27.08.2024
Date of Mfg / lara npoussoncrsa: _ 08/2024 Date of Expiry / T'oxen no: 07/2027

Analysis performed according ND / Ananz3 nposesér no H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 /I N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesyanTaThl Specification / Hopma
Test / TlokaszaTenn ‘
4 | Uniformity of weight / Complies / CooTsercTByeT 18/20 tablets NMT + 7.5 %/ 18/20 ue bonee £ 7,5
OaHOPOAHOCTh MO Macce %
. 2/20 tablets NMT +15% / 2/20 ne-6onee = 15%
5 | Loss ondrying / TToTeps B 2.2% NMT 6.0 % / He donee 6,0 %
Macce MpH BBICYLUUBAHUN _
6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenHozunoB gepe3 120 Mmun
7 | Uniformity of Dosage units / AV =0.0 The acceptability index forn= 10 AV <L1.
OnHopoRHOCTE J03UPOBAHMA 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.
=:15:0; L2=28.0.

[Mokazarens npuemnemoctu aist n=10 AV < L1.

B cnyuae, ecav 3Hauenue AV npesbiuaer L1,
MNPOBOJIAT HCNbITAHME Ha ciepyouiux 20 oOpasuax.
Jlna n=30 AV <LI. Bee 3nauenus Xxi 10JKHBI
YAOBIETBOPATL HEPABEHCTBRY:

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

1 =:1.50; L.2=250,

8 | Assay (Spectrophotometry) . From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTseHHOe ONpeieneHne 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnextpodoTomeTpHs) Ot 12,15 no 15,53 mr (o1 90,0 mo 1 15,0 %)

14.03Mr/7ab CEHHO3UROB B NIEPECUETe Ha CeHHO3UA B B o/1HO#
' TabneTke.
Rermarks . The Product conforms to ND/ Cenclusion : APPROVED /
Noumeuanue: MNpoaykT cootseTcTayeT Tpebosanuam HO | 3akntoyenue: OQOBPEHO
Checked by QC In-Charge / L0 Approved by QA In-Charge /
[okymeHT nposepeH OKK: ‘if/ HokymeHT opobper OOK: %
Date / : Date /
‘0% 2ol s .
fara: o i Oara: 3P et oay

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

: CEPTH®UKAT AHAJIV3A
- ) ] Page3 of4/Crp.3 nz 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJAE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 484070 Bateh Quantity / O6bem cepun:  S842packs / ynakosox
TAR No / Ananuraueckuii oruer Ne : ARF/148/2024 | Date of Analysis / JHara ananu3za: 27.08.2024
Date of Mfg / iata npouzsoaersa:  08/2024 Date of Expiry / U'onen go: 07/2027

Analysis performed according ND / Anasu3 nposeaés no H/A: [I N 013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, usm. Ne 1 ot 09.07.2024

Fe Result / PesysiibTarst Specification / Hopma

Test / TlokazaTenb

9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparnapokcudensoara 0,04 1Mr/Tad
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MuKpoOHOIOTHYECKas YHCTOTA

10a) | Total Aerobic microbial count/
OO0mee YHCIo a’pobHbIX 10 Not more than 10" cfu/ g / He 6osee 10* /r

MUKPOOPTaHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / O6uee 4ucno <10
IUTECHEBBIX U JAPOIIKERBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ g/ He 6onee 10° /r
bacteria/ Vcroituussie K
IEHCTRHIO WENUH
rpamMoTpuareabHble OakTepyH

10.d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OtrcytcTpue B 1 ¢
10¢) | Escherichia coli Absent /OTtcyTcTBYIOT Absentin 1 g/ OtcyretBue B 1 r
106) | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g /OtcytctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: NpoaykT cootseTcTayeT Tpebosanuam HA | 3aknwouenue: OJOBPEHO

Checked by QC In-Charge / _(Y;f/,eﬂp Approved by QA In-Charge / ;
HokymeHT npoeepeH OKK: HoxymeHT opobpen OOK: %
Date / ey . Date / _ _

feta: =1 ° % H fata: 2198 2224

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
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Cipla

Paged of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484070 ; Batch Quantity / O6bem cepun:  5842packs / ynakoBok
AR No / Auanurnuecknii oryer Ne : ARF/148/2024 |Date of Analysis / lata ananusza: 27.08.2024
Date of Mfg / lata npoussoacrsa:  08/2024 Date of Expiry / T'ogen jgo: 07/2027

Analysis performed according ND / Anaauz nposenén no H/L: [T N§13745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTs!

Test / TTokazareas

Specification / Hopma

11 | Package / Ynakoexa
in a blister made of

OnucTep M3 MICHKH

(n0IMI THIEHOBOE/

[10 [IPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

[OJIMBUHUIXIIOPHAHOM

[OJIMBHHUITICHXJIOPUAHOT) |
AMOMHHUEROI Gonbri, no 25
ONUCTEPOB B KAPTOHHYIO MAYKy
C BJIOKEHHEM 25 HHCTPYKIHH

Package / Ynakogka - 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. / ITe 20
TabneTok B OAUCTEP M3 TUIEHKKN TpEXcnoiinoii
(TIBX/N3/MBX) n amomMunueBoii ¢poneru, o 2
unu 3 6aucTepa BMECTE ¢ MHCTPYKLMeH 1o
[IPUMEHEHHIO B KapTOoHHYI0 mauky. [To 20 tabnerok
B OJHCTEp M3 [UICHKH [OJHBHHEMIXTIOPHIHOIH
(noAMATHIIEHOBOH / MONUBUHHIAC HXIOPUAHOMH) 1
anOMUHUEBOI Gonbru, no 25 6aUCTepoB B
KapTOHHYIO fa4Ky C BAOMKEHHEM 25 uHcTpykumii mo
TNPHMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B cootsetcTRHM ¢ H]J

13 Storage conditions / Ycnopus

XpaHeHHs Berme 25 °C.

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

3 years / 3 roma

14 Shelf life / Cpox rognocTu

Remarks : The Product conforms to ND/
Mpumeyuanune: NpogykT cootseTcTBYET TpebosarHuam HO

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge / 9
[LokymeHT nposepeH OKK: 50—/'-{')

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

g

Date /

fata: Ca——

Date /
[aTta:

= il fQ%”'Z’O’U"
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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




MASTER FORMAT

' Authorized By (QA Head)
Slg.n & Date: a1t o aovp

L= "y~

S el PACK STOCK INSPECTION CHECKLIST -EXPORT
. TUEM INDUSTRIAL ESTATE,
T Taossia .| Ref.Doc:No. | QA48 Page No. Lof2 .
INDIAL
Previous Product Name: n() faﬂ{dz e Tabled Previous Batch No. 484069 LineNo.: ¢ 11
Product Mame:  Genadie  “Tobled ST0000 KIS
*EXPORT/LOCAL: 8141559500 BaichMo. » 48407 Batch size: 30000 00N%
Mifg. Date: 082024  Exp.Date: 07/ 29027 Pate of inspection: -frem— ke Or?- L4 to ats 24
Keys: V= complies/OK NA = Not Applicable
- =No defects are ohserved X=Does 1ot coniply
- &r. s , , “SHIPPER NUMBER
No BEFECES: o 115 (24 183 4o [ 5 '
1. | Shipper Top / Bottom Taping T V=l e BN
2. thpppr Overprinting / Labeling — — — v il ol \
3. | Packer Name 21 Hudt [paSTe ¥ g frpoptd faedlani |\ 7
“+'4. | ShipperFill Value(jooyps£20'S) | v v | v | il | Vit 25 % 24's )
5. | Bundling Quality / Pouch Quality NE R | WA TND I A
6. - | OuterCarton-Overprinting FNR P PR PN VA o A vk
7. | Inner Carton Serialization v - v v (o il \ 4
|g “Cracked/half tablet/Broken tablets B ! B \
: edges. . = ¢ B T ' 1
9. | Missing Leaflet - — — —_ 3 o -
| Blister Overprinting / Smudgin ;
it | Embossing i } e AT L [ e - v \
11. | Missing units/Extra units - — - = - - \ ]
12.. | Broken/chipping/ molted Tablets - - - — = - -\
— {43 24
13. | Spot/ Powder In Blister / Tablets. - = - - = N?‘
14. | sticking / Picking_ - - - - - |- i
15 | Sealing/foil/ pinhole/ forming N \
" | defects - . B - : :
16, | Blister /Wrinkles / Improper ) ) - - \
- | Knurling/ Torn pocket = - : ui
.1? | Foreign Product/Foreign/ B B B -~ \
| extraneous Material = - ]
5 ‘Wrong appearance/different shape | — - B =
" | of'tablets/blister _ * \
19. | Colour of tablets e . e Pree \
} 20. | ** Other defect g - ~ - - 3 - ‘ \
- 2L | Tetal Defects, e - - = - - ; ] ' \
| | 22. | Total replaced Units NA WA |[NA | NA NATNA \
23 Shipper weight of each shipper zﬁm 207790 |20 700 he 120 20K 0 g0 40 o000 : \
inspection (kilogram/gram) ‘ % | ; '
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Authorized B}l (QA Hbad}

Slgn & Date: @b aay
) | VIASTER FORMAT el e
SIMCHEM PVT, LTD. ey B o saseceme i i '
s sk Title | PACK STOCK INSPECTION CHECKLIST -EXPOR
TUEM INDUSTRIAL ESTATE,
] TUEM , PERNEM, . - ; ;
COA - 403512, Ref, Doc, No, | QA/D48 : - Page No. | 2 of2
INDIA.
: e o 1 - . V h ICS"’ G s:"*‘(
- snehy| [Spehql [Snehe] [Sntied [Sn@hed [Snehad \ ,\.‘ g
I T T of 1 R
- Checked By Q0824 024|908 1Y oY 19 0§24 190824 | \\
*(For export mention the export order no.) '
FINALJNSPECTION CHECKLIST:
| Total shippers packed in E 1 Total shippers checked in batch
‘ Batch Sgfull + oiloose | .. 06
" Total Quanti cked | ) "% of Pack Stock carried out
otal Quantity pa 58l v a5 Y 20'S ‘ o tock ¢ on 0.
| batch
o Defect Observed - .
** If any Other defect observed =
- | Nature Of Defect Observed { Critical, Mcqor Minor)
| i ot
" Action Plan For Defec NP
Corrective Action And Preventive Action ( CAPA) P
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection N
- Total Replaced Unit Bi‘ister/Cart’on/S.hipper NA
/Eq‘ . [} gﬂ}v/ﬂ"
Certified BV 0O i Rechecked By: _ 969 -24 Approved By: 506 0824
(Packing Officer) (QA Officer) : (Quality Assurance Head / Executive)
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00
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