-

Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS) -

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :483045 | **Manufacturing Batch number:NA
importing Country  :Russia E:!dstomer :Dr.Reddy’s Laboratories
Sales Order No. :7374371/10 " | Quantity released: 5844X25X20’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 Sennosides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :07/2023

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 : GO/DRUGS/57T6/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 :483045

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,

deviation) (or with deviations assessed as having no
e 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/title and

: Saiprasad Deshpande.

address of person | Quality Assurance Executive.
authorizing the  batch | Simchem Pvt. Ltd.
release Plot No. 60-65,
Tuem Industrial Estate,
Tuem Pernem,
Goa - 403512
India -
Signature of person | :
authorizing the batch ,
release i
Date of signature V2208275
Page20f2 FMQA021-04-01




Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHAJIM3A
Pagel of4/Crp. 13 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJ[EG, TABJIETKH 13,5 mr
Batch No / Cepus Ne : 483045 Batch Quantity / O0bem cepun:  5844packs / ynakoBok
AR No / Asasmmavecknii oraer Ne : ARF/111/2023|Date of Analysis / [lata ananmsa: 09.08.2023
Date of Mfg / lata npomnssoacrea:  07/2023 Date of Expiry / I'onen go: 06/2026
Analysis performed according ND / Anams nposenén mo H/I: 1T N013745/01-180522
Ne Result / PesyabTaTni Specification / Hopma

Test / lloxasareas

1 | Description / Onucanue

Complies / CootBercrayer

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 kpyriibie Tabnerku co
CKOIIEHHBIMH KPaAMH OT KOPHYHEBOTO 110 TEMHO-
KOpPHYHEBOTO 1iBeTa ¢ BKpamneHusmy. Ha onnoli
cropoHe Tabnerku BeiasyieHo caoBo «CIPLA», na

JPYTO# - IAHKA PasioMa.

2 | Identification / [TopnHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
R —— Coorsercrayer OkpaiuHMBaHHE AMMMAYHOTO PACTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorBercrayer chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepPKHBAHUA OCHOBHOTO MMHKA HA XPOMATOrpaMme
HCIBITYEMOrO PacTBOpPa J0JUKHO COOTBETCTBOBATH
BpPEMEHH yJIepHBaHHA OCHOBHOT'O [THKA HA
XpOMATOrpaMMe CTaHIAPTHOIO PacTBOpa
MeTHnmaparufpokcibensoara (pasnen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpenuss
macca

186.88mg / 186,88mr

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

Remarks : The Product conforms to ND/ =
MNpwumeyanwme: MNpoaykT cooteeTcTBYET TpebosarHusam HJ

Conclusion : APPROVED /
3akmouenue: O OEPEHO

Checked by QC In-Charge / Approved by QA in-Charge / ‘

[lokymeHT nposepeH OKK: QQUL»«T [lokymeHT ofobper OOK: @é
/ ]

R:iea:" ©4. 082022 Eg_trea:’ 120 %-2

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




Ciple

- CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIW3A

o Page 2 of 4/ Crp. 2 13 4
Product: SENADE TABLETS 13,5 mg Ilponykr: CEHA,I[E_é, TABJIETKH 13,5 mr
Batch No / Cepusa Ne : 483045 Batch Quantity / Oobem cepun:  5844packs / ynaxosox
AR No / Anasmmragecknii oraer Ne : ARF/111/2023|Date of Analysis / /lara anaymza: 09.08.2023
Date of Mfg / Jlara nponssoacrea:  07/2023 Date of Expiry / I'ogen no: 06/2026
Analysis performed according ND / Ananms nposenén no H: ITN013745/01-180522

Ne Result / PesyibraThbl Specification / Hopma
Test / llokazarenb

4 | Uniformity of weight / Complies / CooTeercTByeT 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee +7,5
OnHOPOIHOCTE MO Macce’ %

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

5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He Gonee 6,0 %

MacCe MpPH BbICYIIHBAHHH

6 | Dissolution / 78-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenro3uzos uepes 120 mun

7 | Uniformity of Dosage units / AV=51 The acceptability index forn= 10 AV<L1.
OnHOpPONHOCTE NO3HPOBAHHSA 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.

ITokazarens npuemnemoctd mus n=10 AV <L]1.

B cnyuae, ecnn 3Hauenne AV npesbimaer L1,
NPOBOJAT HCMBITaHKE Ha ciexyiomux 20 obpa3suax.
Jns n=30 AV <L1. Bce 3HaYeHus Xi TOJKHBI
YIOBIETBOPSATH 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
KonuyecTsennoe onpenenenue 13.95 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (or 90,0 mo 115,0 %)

13,95mr/1a6 CEHHO3HIIOB B MepecyeTe Ha CeHHO3un B B oqHO#M
Tabnerke.

3.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MNpoaykT cooTseTcrayeT TpebosaHuam HI | 3akmouenue: OAOBPEHO

Checked by QC In-Charge / g Approved by QA In-Charge / @‘fﬁ’&
okymeHT nposepeH OKK: okymeHT ogobpex OOK:

Hoxy posepeH ;u_:.j Hoky ono6pe

Date / Date / S

ﬂ:;; ©9. 0% 2023 Nare: \2-0% 23

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
) CEPTHOMKAT AHAJTH3A
. Page 3 of 4 /Crp. I m3 4
Product: SENADE TABLETS 13,5 mg MpopyxT: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 483045 Batch Quantity / O6bem cepan:  5844packs / ynakosok
AR No / Asasmragecknii oraer Ne : ARF/111/2023 | Date of Analysis / lara anammsa: 09.08.2023
Date of Mfg / Jlara nponssoacrea:  07/2023 Date of Expiry / I'onen no: 06/2026
Analysis performed according ND / Ananms nposenén mo H/I: [T N013745/01-180522
Ne Result / PesyastaTsi Specification / Hopma
Test / IlloxazaTean
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ )
ConepxaHue
MeTHnaparuapokcuben3oara 0,048mr/Tab
(BIXKX)
10 | MICROBIAL LIMIT TEST/ MukpoOnonora4eckas 4HCTOTa
10a) | Total Aerobic microbial count /
O6ee 4uciO a3pobHbBIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKpPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / O6mee aucno <10
IUIECHEBBIX H JPOXOKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OrcyTcTByIoT Not more than 10” / g / He Gonee 10° /r
bacteria/ Vcroiumsbie k
JIeHCTBHIO JKETIH
rpaMOTpHIATeNbHbIE GaKTepuu
10d) | Staphylococcus aureus Absent /OrcyrcTByioT Absent in 1 g/ Orcyrcreue B 1 ¢
10e) | Escherichia coli Absent /OtcyTeTBYIOT Absentin 1 g/ OrcyrcrBre e 1 1
109 | Salmonella Absent / OrcyTcrBYyIOT Absent in 10 g / Orcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanne: MNMpoaykr cooteeTcTByeT Tpebosanmnam HY | 3akmoyenne: OJOBPEHO -
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT npoeepeH OKK: &5—“1‘4 HokymeHT opobpex OOK: %@5
e .
Date / Date / - 0L
flaras .08 2033 Jlara: ! 525
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




N CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
) Page 4 of 4 /Crp. 413 4
Product: SENADE TABLETS 135 mg Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
. |Batch No / Cepns Ne: 483045 Batch Quantity / O6bem cepam:  5844packs / ynaxoBok
AR No / Arasmragecknii orger Ne : ARF/111/2023|Date of Analysis / lara ananmsa: 09.08.2023
Date of Mfg / lara npomssoacrea: _ 07/2023 Date of Expiry / I'ogen go: 06/2026

Analysis performed according ND / Ananms nposenén no HJI: I1N013745/01-180522

Ne Result / PesyabTaThi Specification / Hopma
Test / Mokasarens
11 | Package / YnaxoBka :
kag ;agkl;?:t;z::::::? 20 1abless Package / Ynakoska - 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 patient i nﬁ; rmation leaflets in | &R 20 tablets in a blister made of PVC
. ca"n o o 20 ratnerox o |/PE/PVDC film and aluminum foil, 25 blisters with
6nucre§ s S 25 patient information leaflets in a carton. / ITo 20
< Tabnerox B GMCTEp U3 TUICHKH TPEXCIOHHOM
z‘:;““’“‘“"e”“ﬂo“;ﬂ‘;/‘“"’“ (IBX/TID/TIBJTX) 1 amomutinesoii pombru. ITo 2
1L esxnopmsol) wnu 3 GimcTepa BMECTe C HHCTPYKLIHEH 1o
amomuEmenoli o 10 25 NpUMEHEHHIO B kKapToHHY0 nadky. ITo 20 Tabnerok
Ean - ’ — B DnucTep U3 IIeHKH NONHBHHUIXJIOPHAHOMH
. sno: m‘ u: HeM“;pS '“Cﬂmmp“ IYKC e (TIONMITHICHOBOH / MONMBAHHIAEHXIOPHIHOH) H
B amoMuHHEBOH (onbry, no 25 Gnucrepos B
w ' KapPTOHHYHO MaYyKy C BJIOXeHHeM 25 MHCTpyKumii no
MPHMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
B cooteercTeuH ¢ HJI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe Nnpu TeMIeparype He
XpaHeHHs Buime 25 °C.
14 | Shelf life / Cpok rogsocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanme: MpoaykT cooTBeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3axmoyenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

B>

JokymeHT npoee OKK: NokymeHT of H OOK:
Date / ) Date / O%K-L
ara: 09.0% 2622 [lara: 126

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




MASTER COPY

S ” Authorized By (QA Head)
. MASTER FORMAT Sign & Date: R oo
CHE . LTD.
e Title PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE,
M ,PERNEM,
s Sl 403512, Ref. Doc. No. | QA/048 Page No. 1of2
INDIA.
Previous Product Name: Lenade Tapler Previous Batch No. 48306 44 LineNo.: I
Product Name: Senade Tapier - AT736226 *ms
*EXPORT/LOCAL: 7274271116 BatchNo. : 48304 517 Barch size: 2600006 Na's
Mfg. Date: 6712823  Exp.Date: 6612826 Date of inspection: from © 2:6% *23 to &2 .6%-2.%
Keys: V= complies/OK NA = Not Applicable
- =No defects are observed X= Does not comply/Not
Sr. SHIPPER NUMBER
No. DEFECTH sV T\ (24 (3% [ ©1 [ SS9 Iy
1. | Shipper Top / Bottom Taping v < “ v -~ v |\
2. | Shipper Overprinting / Labeling N ~ - -— v v |\
3. | Packer Name Dte!;-ln’ Do Surm eied D aherh [Soi thae ¢ Sﬂg«« \
4. | Shipper Fill Value (100 X 2 € X28')[ " — ~ — w4 \aa({uxacrie's)
5. | Bundling Quality / Pouch Quality NA Na | Npa [ o Nal o NA | N \
6. | Outer Carton Overprinting NA | A NA| NAl Ne | NA \
7.__| Inner Carton Overprinting “— ~ — — -~ — \
8 Cracked/half tablet/Broken tablets _ o _ _ _ \
" | edges. "‘
9. | Missing Leaflet = = L = = 0
Blister Overprinting / Smudging \
19 Embossing o o ok | OF O Ot
11. | Missing units/Extra units = S - - o= 4 X
12. | Broken/chipping/ molted Tablets e - [
= o?-”W
13. | Spot/ Powder In Blister / Tablets. - — - - s ~ E,
14. | sticking / Picking i * - -~ = g 1
Sealing/foil/ pinhole/ forming _ \
15. —_ —_ = = =
defects
16. | Blister /Wrinkles / Improper _ N \
" | Knurling/ Torn pocket B -7 -
17 | Foreign Product/Foreign/ B _ __ B B B \
" | extraneous Material :
18 Wrong appearance/different shape . o _ o . N
" | of tablets/blister
19. | Colour of tablets ol e — — — — \
20. | ** Other defect = - | - - | - \
21. | Total Defects e - |~ ~ ~ \
22. | Total replaced Units NA TA | we | ope | A | Ne \
Shipper weight gf each shipper after | ) . 95910120930 [lo )0 X
23. inspection (kilo ‘ ) 20-9p[20120{9 £qa 209! 3
Confidential Document Restricted circulation FORMAT NO.: FMQA048-01-02
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MASTER COPY

b Authorized By (QA Head)
Sign & Date:
MASTER FORMAT ) B

SIMCHEM PVT. LTD.
IMPLOT No. 60-65, Title PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA — 403512, Ref. Doc. No. | QA/048 Page No. 20f2
INDIA.
Done By Szmija Soniya Sbmﬂ« Soriya ggn oL Soniya : @“_5 A
&r - L - = NA
Checked By 01'02'13 b’).bg'l} 02‘.9_1 ?b(&": 01_03.3'5 g‘;. 2} '\\

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

Total shippers packed in Total shi checked in batch
po:tchpm S Loti abithoge | T ope bl X
; = :
Total Quantity packed TR U X 2o % of Pack Stock carried out on 'o-],
batch
Defect Observed .
** If any Other defect observed =
Nature Of Defect Observed ( Critical, Major, Minor) =
Action Plan For Defect :
Na
-Corrective Action And Preventive Action ( CAPA) :
( If Applicable For Details Enter CAPA Number) NA
Decision For Further Pack Stock Inspection NA
Total Replafed Unit Blister/Carton/Shipper | A
- B 2_3 1 &‘C/’ﬁ#
Certified By: A 029§ Rechecked By: * oX.2 Approved By: __ ¥ =59 .ORh2.%
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
Confidential Document Restricted circidation FORMAT NO.: FMQA048-01-02
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