Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :483042

[ **Manufacturing Batch number:NA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
Ltd.

Sales Order No. :6012969/50

Quantity released: 5843X25X20’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 Senncsides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

Package size : 25X20's

Type of Pack : Blister

Mfg. Date :06/2023

Expiry date :06/2026

**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 :483042

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.

m 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/titie and | : Jyoti Shetye.

address of person | Head Quality.
authorizing the  batch | Simchem Pvt. Ltd.
release Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of person | : ke
authorizing the  batch %/1//
release
Date of signature D 0g-0-202%
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

-

Page 1 of 4/ Crp. 1 13 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 483042

Batch Quantity / O0bem cepHu:

5843packs / ynakoBok

AR No / Asanurugeckuii oraer Ne : ARF/091/2023 | Date of Analysis / lara anaamza:  07.07.2023

Date of Mfg / Jiara nponssoacrsa:  06/2023

Date of Expiry / I'ogen 5oz

05/2026

Analysis performed according ND / Anamas nposeaén mo HJI: I1N013745/01-180522

Test / oka3aTens

Ne Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTseTcTByeT

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 TabneTku o
CKOIIEHHLIMH KPasMH OT KOPHYHEBOIO J0 TEMHO-
KOPHYHEBOro LBera ¢ BKpannenusmu. Ha omHoit
cropone Tabnetku BbinasieHo caoso «CIPLA», na
OpYroi - NHHHA pa3nomMa.

2 1dentification / [ToanuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsercrByer OkpawiBaHie aMMHAYHOTO PACTBOPA B KPACHBIH
AHTpaxHHOHOBbIE ITTHKO3HIbI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBercTByerT chromatogram of the sample solution should
Merrnnaparuapokcibensoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepXHUBAHH OCHOBHOTO MHKA HA XPOMAaTOrpamMMe
HMCTIBITYEMOTO PACTBOPA AOJDKHO COOTBETCTBOBATE
BPEMEHH YIep)KUBAHUSI OCHOBHOIO THKa Ha
XPOMATOrpaMMe CTaHAaPTHOro pacTsopa
MeTunaparuapoxcubensoara (paznen
«MerunmaparuapokcubeHsoar).

3 | Average weight / Cpenuss
Macca

188.39mg / 188,39mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cootsetcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Checked by QC In-Charge /
xof
,——/

Approved by QA In-Charge /
[lokymeHT ogoBper OOK:

B

Date /

HokymenT npoBepeH OKK:
[ara: o023

Date /

08 <C 2023
Hara:

FMQC003-15-07

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

-

PageZ of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 483042

Batch Quantity / O6bem cepun:

AR No / Asamaru4geckuii orger Ne : ARF/091/2023

Date of Analysis / {ara anamuza: 07.07.2023

5843packs / ynakosox

Date of Mfe / aTa npoussoacrsa:  06/2023

Date of Expiry / I'oaen no:

05/2026

Analysis performed according ND / Anamus nposeagn mo HJI: TI N013745/01-180522

Specification / Hopma

Ne Result / Pesynbrarst
Test / Ilokasarens

4 | Uniformity of weight / Complies / CootBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OnHOpOZHOCTL MO Macce %

2/20 tablets NMT +15% / 2/20 ne 6Gonee + 15%

5 | Loss on drying / IloTeps B 2.4% NMT 6.0 % / He Gonee 6,0 %

Macce IMPH BBICYLIHBAHHH

6 | Dissolution / 83-92% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV <LI.
OnHOPOIHOCTE NO3HPOBAHKS 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.

IMokazarens npuemnemocty mus n=10 AV <L1.

B ciyuae, eciu 3HaueHue AV npesbimaer L1,
MPOBOIAT HCMbITaHHE Ha chaenyrowux 20 obpasnax.
Jina n=30 AV < L1. Bce 3Ha4eHHs Xi TOKHBI
YIOBJETBOPATh 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
KonuuecTsenHoe omnpefenenue 14.01 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrexrpogoTomerpus) Ot 12,15 no 15,53 mr (o7 90,0 no 115,0 %)

14.01Mr/T26 CEHHO3U/I0B B NEpecyeTe Ha ceHHo3KA B B onHoit
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootBeTcTBYET TpebosaHuam H/l

Conclusion : APPROVED /
3akmoueHue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

G

HokymeHT npoeepeH OKK: ﬂl\w HoxymeHT opobper OOK:
/
Pl etoracs P 0% o12023

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
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUHOHUKAT AHAJIM3IA

Page 3 of 4/ Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 483042

Batch Quantity / O6bem cepun:

5843packs / ynmnakoBok

AR No / Asamura4aeckunii orger Ne : ARF/091/2023

Date of Analysis / [lara anaqmsza: 07.07.2023

Date of Mfg / lara npounssoacrea:  06/2023 Date of Expiry / I'onen no: 05/2026
Analysis performed according ND / Anasms nposenén mo HJI: I1 N013745/01-180522
No Result / PesynbTarthi Specification / Hopma
Test / [lokazaTens
9 | Content of Methyl 0.047mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHmaparuapokcrbeHsoara 0.047mr/rab
(BDKX) ’

10 | MICROBIAL LIMIT TEST/ Muxpo6tuonoru4eckas 4MCTOTa

10a) | Total Aerobic microbial count /

O61wee gucio a3pobHbIX
MMKPOOPTaHH3MOB

20

Not more than 10" cfu/ g / He Goxee 10* /r

10b) | Total combined yeast and mould
count / Ob6mee uucno
TUIECHEBBIX H APOJOKEBbIX

rpubos

<10

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

10¢) | Bite tolerant gram-negative
bacteria/ YcroiunBbIe K
JEHCTBHO JKENYH

rpaMoOTpHUATENbHbIE OaKTepUH

Absent /OtcyTcTByIOT

-Not more than 10? / g / He 6onee 10” /r

10 d) | Staphylococcus aureus

Absent /OtcyTcTRYyI0T

Absent in 1 g/ OrcyrcrueB 11

10¢) | Escherichia coli

Absent /OtcyteTByioT

Absentin 1 g/ OrcyrcrBueB 11

106 | Salmonella

Absent / OtcyrcTByIOT

Absent in 10 g /OrcyrcTeue B 10 g

Remarks : The Product conforms to ND/
NMpumeyanue: MNpoaykr cooTseTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwouyenne: OQOBPEHO

Checked by QC In-Charge /
s

Approved by QA In-Charge /
NokymeHT ogobper OOK:

Giate

Date /

HokymeHT npoeeper OKK:
Nara: otot2m

Date /

Hara: &3

SO e

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




Cipla

CERTIFICATE OF ANALYSIS
= CEPTHOHUKAT AHAJIW3A

Page 4 of 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483042

Batch Quantity / O6bem cepun:

5843packs / ymakosok

*|AR No / ApaanTngeckuii oraer Ne : ARF/091/2023

Date of Analysis / [lata anammsa: 07.07.2023

Date of Mfg / Jlata npoussoaersa:  06/2023

Date of Expiry / I'ogen go:

05/2026

Analysis performed according ND / Anami3 nposexés mo H/I: IT N013745/01-180522

Ne Result / PesyabTaTsl Specification / Hopma
Test / [lokaszatean
11 | Package / Ynakoska =
£ i}a;kt?lig;;ryg:g:z?a 2 tablets Package / Ynakosxka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aliemimum Bl 25 Ebaterswath [ 3 blisters and a patient information leaflet in a
T info‘rmation leaflets in | CArton- 20 tablets in a blister made of PVC
i c:rton o L e /PE/PVDC film and aluminum foil, 25 blisters with
BmcTe ‘ - 25 patient information leaflets in a carton. / ITo 20
nonunpf)ﬂmxno —— Tabnerok B OHCTED M3 MIEHKH TPEXCNOHHOR
(mmmem;;ﬁ/ (MBX/TIDIB/IX) 1 amomusnesoi hombra. TTo 2
B ——— unu 3 GMcTepa BMECTe C HHCTPYKLHeit 1Mo
R (bonrl):r‘ld 10 25 MpUMEHeHHIO B KapToHHYI0 navky. ITo 20 tabnerox
SS———— ’m ey 1B OnucTep U3 MUTEHKH NONHBUHHIXIIOPHIHON
p Bnoxcgﬂuem 2153 HH:y — y (MONMMATHUICHOBO# / NONMBHHUIINEHXIOPHIHOH) H
e rncigiec! T anioMuHKeBoH donery, no 25 6iucTepos B
P ’ KAPTOHHYIO MavKy © BJIOKEHHeM 25 MHCTPyKuumil no
MPHMEHEHHIO.
12 | Labeling / Mapxuposxka According to ND /
B coorsercTBuu ¢ HJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temreparype He
XpaHEeHUs Beime 25 °C.
14 Shelf life / Cpox rogHocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooreeTcTayer Tpebosanusm HI

Conclusion : APPROVED /
3aknwueHne: OOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT npoBepeH OKK: ’\E,,o—ﬁ NokymeHT onobpern COK: /f'/
f
o ron 2en oo

FMQCO003-15-07

Cipla Ltd.,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




MASTER COPY

Authorized By (QA Head)

Sign & Date: @ric— |
LGN

MASTER FORMAT
e o= | PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE, -
TUEM , PERNEM,
GOA - 403512, Ref. Doe. No. | QA/048 Page No. 1of 2
INDIA.
Previous Product Name: Cenade  Tablet Previous Batch No. {&204) LineNo.: I
Product Name: Senade Vapiet £96 066
& - .~ [A130190 9
*EXPORT/LOCAL: &0612964[S06 Batch No. : 8304 2 ( A Batch size: 3666666 Nat
Mfg. Date: 062623 Exp. Date: 85|2¢26 Date of inspection: from 28 062723 to 2106°23%
Keys: V= complies/OK NA = Not Applicable
- =No defects are observed X=Does not comply/Not
Sr. SHIPPER NUMBER
No. DEFECIR ol 18 [ 25 [ [ «e [sq |y
1. | Shipper Top / Bottom Taping ~— - = l — |\
2. | Shipper Overprinting / Labeling ~ o v st v v |\
% Packer Name S}w\a\'\tq' D(Lhd-! Nilima P’mﬁmﬂgdl\'\wt &u«q(dq \
4. | Shipper Fill Value (Lo6%x25x26%8)] | &~ [ « s o = A (*Chhxosxdos)
5. | Bundling Quality / Pouch Quality NA [ A ae [ ua | N [ eia [
6. | Outer Carton Overprinting NA | NA | NA [ NA NMA | NA \
7. | Inner Carton Overprinting ./ — | — o — \
8 Cracked/half tablet/Broken tablets g g
" | edges. il == el ==
9. | Missing Leaflet _ — — — — - e \
Blister Overprinting / Smudging o
10. Embossing &k | Ok | ok Ok Ol S @‘J’—.\L‘ 2
11. | Missing units/Extra units s -— o o= = = N Ea
12. | Broken/chipping/ molted Tablets — — — — ~ — \
13. | Spot/ Powder In Blister / Tablets. = —_ = == - . w\
14. | sticking / Picking = o — . - - \
Sealing/foil/ pinhole/ forming -
15, | 55 S e _ B
defects
16 Blister /Wrinkles / Improper B = N
" | Knurling/ Torn pocket - B 5
Foreign Product/Foreign/ B B
17. . - gu || 2 ,
extrancous Material
1g. | Wrong appearance/different shape _ B 3
* | of tablets/blisfer B B : s \
19. | Colour of tablets ber v — — — — X
20. | ** Other defect = — - = - i \
21. | Total Defects s — == e - - \
22. | Total replaced Units NAC L NA | NA | NA | NA A
23. 'Shippcij Wcig.ht (B/fcach shipper after 90-140| 5 0 B30 .?Pn“lo 26°$2%19p 180 i 460 \
inspection (kilogram/gram)
Confidential Document Restricted circulation FORMAT NO.: F MQA048-01-02
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MASTER COPY

s Authorized By (QA Head)
. Sign & Date: QA 75—__
. MASTER FORMAT . |
Smgggy Nl';gé:m Title PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM, -
GOA - 403512, Ref. Doc. No. | QA/048 Page No. 2 of 2
INDIA.
™ I : N e
Done By Soqu Soqu \rzm:lq Soniya S(‘N_‘j'i Sbh‘r_jﬂr \ yersel 13
Al o Sy - . t by
Checked By g,é-ctd};r?g.;} %9;“)%;“5 ?.,w‘: }qa;azb \

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

Total shippers packed in €8 Lol 01 Lrbit Total shippers checked in batch ol
Batch
: = :
Total Quantity packed LG x2S Xao's % of Pack Stock carried out on L ’
batch
Defect Observed

** If any Other defect observed

Nature Of Defect Observed ( Critical, Major, Minor)

Action Plan For Defect ~ A
Corrective Action And Preventive Action ( CAPA) ~N A
{ If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection NA
Total Replaced Unit Blister/Carton/Shipper A
Sle ., g 2
Certified By: /ﬁ! 19 0¢ 2] Rechecked By: ,/"’k%h’f 4.0¢.15  Approved By: G}‘f:}/\ 290625
(Packing Officer) (QA Officer) : (Quality Assurance Head / Executive)
i L
Confidential Document Restricted circulation FORMAT NO.: FMQA048-01-02
2T
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