Cipla Ltd.

% BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :483041 | **Manufacturing Batch number:NA

Customer :Dr.Reddy’s Laboratories

Importing Country  :Russia Ltd.

Sales Order No. :6012969/50 Quantity released: 5845X25X20’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 : Dosage form :Uncoated Tablets

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

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

Mfg. Date :06/2023 Expiry date :05/2026

**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 m—

*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 :483041

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.

(without deviationJ(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 positionftitie 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 | :
authorizing  the  batch | @i
release

Date of signature O+ 07 p o223
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Cipla

CERTIFICATE OF ANALYSIS
& CEPTUOHKAT AHAJIM3A

Page 1 of4/Ctp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483041

Batch Quantity / O6nLem cepun:

5845packs / ynakoBok

AR No / Apanmragecknii oraer Ne :  ARF/088/2023|Date of Analysis / /lara anammsa: 01.07.2023

Date of Mfe / lata npoussoxcrsa:  06/2023

Date of Expiry / 'open xo:

05/2026

Analysis performed according ND / Ananu3 nposenén no HJL: I1 N013745/01-180522

Test / Hoxazarenanb

Ne Result / PesyabTarhi

Specification / Hopma

1 | Description / Onucanne

Complies / CooTsercTByeT

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. / Inockue kpyriisie TabNeTKH CO
CKOIIEHHBIMH KPaAMH OT KOPHYHEBOro 10 TEMHO-
KOPHYHEBOTO 1BETa ¢ BkpanneHusamu. Ha onHo#
cropoHe Tabnetku BoiasneHo cioBo «CIPLAY, na
JIpyro# - TUHUSA pa3sioMa.

2 | Identification / ITomnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
S e Do CooteercTByeT g:é;amusauue aMMHAYHOIO pPAcTBOpa B KPaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTeercTByeT chromatogram of the sample solution should
Mertunnaparuapokcibensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yaep:KHBaHUA OCHOBHOIO MHKa HaA XpomMaTtorpamme
HCIBITYEMOTO pacTBOpa JA0JBKHO COOTBETCTBOBATH
BpPEMEHH YACPKUBAHWA OCHOBHOQI'O IMTHKA Ha
XpOMaTorpaMme CTaHAapPTHOrO PacTsopa
MeTunnaparuapokcubensoara (paznen
«Mertunnaparunpoxcubensoar).

3 | Average weight / Cpenusia
macca

188.60mg / 188,60Mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cootBeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3axntouenue: OQOBPEHO

Checked by QC In-Charge / \Cap
S e

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

oAt

Date /

[okymeHT nposepeH OKK:
farta: 61-67-200.3

Date /

[lata: Oy T T2 T

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
CEPTUOPHKAT AHAJIM3A

-

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 483041

Batch Quantity / O6bem cepun:  5845packs / ymakosok

TAR No / Apasmaraaecknii oraer Ne :  ARF/088/2023

Date of Analysis / Jlata anammza: 01.07.2023

Date of Mfg / Jlata npoussoacrea: _ 06/2023

Date of Expiry / I'ogen no: 05/2026

Analysis performed according ND / Ananus nposeaén mo HJL: I N013745/01-180522

Test / Iloxka3aTrean

No Result / PesyabtaTsi Specification / Hopma

OnHOPOAHOCTH MO MACCEe

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 e Gonee + 7,5

%
2/20 tablets NMT +15% / 2/20 ne 6onee = 15%

OJHOPOIHOCTD JIO3MPOBAHHS

5 | Loss on drying / IToreps B 2.7% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BBICYIMHBAHHH
6 | Dissolution / 79-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennozunor 4epes 120 mun
7 | Uniformity of Dosage units / AV=49 The acceptability index forn= 10 AV <L1.

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.

TlokasaTens npuemnemocty i n=10 AV <L1.

B cnyuae, ecnu 3asenne AV npessimraer L1,
NPOBOAAT HCIbITaHKe Ha cneayromux 20 obpasuax.
Jnst n=30 AV <L1. Bce 3Ha4eHust Xi AOMKHBI
YIOBJIETBOPATE 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

KonuuecTneHHOE ONpeneneHHe 13.98 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
13,98 Mmr/1ab CEHHO3MJIOB B llepecyeTe Ha ceHHo3un B B onuoii
Tabrnerke.

Remarks : The Product conforms to ND/
Npumeuanue: NpoaykT cooTeeTcTByET TpeboBaHMAM

Conclusion : APPROVED /
HO | 3aknwouenune: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / s
JlokymeHT nposepeH OKK: W [okymeHT ogobper OOK: %
Date / Date / T N

Nlata: o020 [lata: O VO Fup g

FMQC003-15-07

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




Cipla

CERTIFICATE OF ANALYSIS
= CEPTHOUKAT AHAJIW3A
% Page 3 of 4/ Crp. 3 uz 4
Product: SENADE TABLETS 13,5 mg IpomyxT: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepun Ne: 483041 Batch Quantity / Oobem cepun:  5845packs / ynakoBoxk
1AR No / Anaaarageckuii oraer Ne : ARF/088/2023 | Date of Analysis / lata anamsa: 01.07.2023
Date of Mfe / lata npoussoacrsa:  06/2023 Date of Expiry / T'onen po: 05/2026
Analysis performed according ND / Anamms nposeaén no HJL: IT N013745/01-180522
Ne Result / PesyabTathl Specification / Hopma
Test / Mokazarens
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepsxaHue
METH/ITAPAarHAPOKCHOCH30aTa 0,046mr/a6
(BXKX)
10 | MICROBIAL LIMIT TEST/ Mukpobunonoruyeckas 4ucToTa
10a) | Total Aerobic microbial count /
O61mee 4HCHO a3poBHBIX 20 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPTaHH3MOB
10b) | Total combined yeast and mould Not more than 107 cfi/ g /He Gonee 10° /r
count / OG1ee wucno <10
ILJIECHEBBIX H JPOMOKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 10* / g / He 6onee 10° /r
bacteria/ YcToituuBbie K
IeifCTBHIO YKeYH
rpaMOTpHLATENbHbIe OaKTepHn
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcreue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcrBue 8 1 r
100 | Salmonella Absent / OrcyTcTBYIOT Absent in 10 g / Orcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykT cooTBeTCTBYeT Tpebosarnam HI | 3aknwoyenue: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / e
NokymeHT nposepeH OKK: W DokymeHT onobpeH OOK: %llﬂ)//
Date / e— Date /
[ara: T AR lata: C\-07-202%

FMQCO003-15-07

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
. CEPTH®UKAT AHAJIM3A

Page 4 of 4/ Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne ; 483041

Batch Quantity / O6bem cepun:

5845packs / ynakosox

- |AR No / AsasmuTagecknii orger Ne : ARF/088/2023

Date of Analysis / laTa anaymza: 01.07.2023

Date of Mfg / [laTta npomssoacrea: 06/2023

Date of Expiry / Tonen no:

05/2026

Analysis performed according ND / Ananus nposenén mo HJI: I1 N013745/01-180522

Ne Result / PesyabTaTsi Specification / Hopma
Test / Hokazarens
11 | Package / YnakoBka k -20 .
8 :E;a: l:l%setérﬁ:;:zi;a T Package / YmakoBka - 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 | °F > Plisters and a patient information leaflet in a
25 patient infc;rmation leaflets in | Carton. 20 tablets in a blister made of PVC
2 caroin; LT 90 Teb1sror s /PE/PVDC film and aluminum foil, 25 blisters with
6.rmc*rep- S 25 patient information leaflets in a carton. / ITo 20
& Tabnerox B GIMCTEp W3 MIEHKH TPEXCMOHHOM
?ﬁ::g;ﬁﬁiﬂgﬂon (IMIBX/TI/MB/X) u amomuuneroii dhonsru. [To 2
NOMBHHHIICHIOPHAHOR) 1 MM 3 GnmcTepa BMECTe ¢ MHCTPYKLMedi o
AOMHHHEBOH oMLY, 0 25 NPHMEHEHHIO B KapToHHYI0 na4ky. [To 20 Tabnetox
GHCTEpOB B K ap’IOHHy,IO maaky |° GaucTep M3 NIICHKH MONHBHHI/IXJIOPHIHOM
¢ BlIONKeHHEM 25 HHCTPYKIMit (MOMHAITUIIEHOBO# / MONMBHHUNIEHXIOPHIHON) 1
e ke amoMHHHEEBOI honbr, o 25 Gaucrepos B
) KapTOHHYIO Ma4Ky C BIOXKEHHeM 25 MHCTPYKLu#H 1o
NPHMEHEHMUIO.
12 Labeling / Mapkuposka According to ND /
B cootBerctuu ¢ HJ[
13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temmepatype He
XpaHeHHs Beime 25 °C.
14 | Shelflife / Cpok rogsocTH 3 years /3 ropa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooteetcTeyeT Tpebosanuam HY | 3aknouenune: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / "
[MlokymeHT npoBepeH OKK: ’/'f—ff. LokymeHT o06peH OOK: %
Date / Date /

Olrel-200.%

Hara:

Ov07. 22020

Hara:

FMQC003-15-07

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




MASTER COPY

;."fé‘g‘“-‘.u
:&”’3!;,3{ Authorized By (QA Head)
Sign & Date: 9%
MASTER FORMAT & B o
SIM([E:%-[M NP;";I‘O..‘SI;:I‘D. Title PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA - 403512, Ref. Doc. No. | QA/048 Page No. 1of2
INDIA.
Previous Product Name: Senade Tablet Previous Batch No. 736185 LineNo.: 1
Product Name: _Senade Tabled Z90- 000 e
- 136189 J
*EXPORT/LOCAL: _ 6012961 |50 BatchNo. : F8304. 1 lp‘ Batch size: 36060060 N6

Mfg. Date: 06| 2623  Exp.Date: 05|262¢ Date of inspection: from 22:06'23 5 270623

Keys: V= complies/OK NA = Not Applicable
- =No defects are observed X= Does not comply/Not
Sr. SHIPPER NUMBER
No. DEDECTS O\ 7 (24 |36 | yg |39 |
1. | Shipper Top / Bottom Taping — | v e v
2. | Shipper Overprinting / Labeling — v ~ v et
3. | Packer Name Nagani [\ Tdhd [\ id Comedia [Deepals’ [Nilimg < -
4. | Shipper Fill Value (106x 25 x264)] v - — | « ¥ F(apx2sx2e'v )
5. | Bundling Quality / Pouch Quality N A NA | NA | N A TR ’
6. | Outer Carton Overprinting (VL MA | MA | NA MA | N \
T Inner Carton Overprinting ~/ e v — " o \
g | Cracked/half tablet/Broken tablets _ B B B \
| edges. of -
9. | Missing Leaflet — — — = — = \
Blister Overprinting / Smudging ,
10. Embossing Ok | o | o | O ow ok
11. | Missing units/Extra units -~ - - = — ~ |
12. | Broken/chipping/ molted Tablets -~ - - ~ —~ - | .
‘ Tsa
13. | Spot/ Powder In BIis\t;r / Tablets. — - — - = == N‘n ;?1,;-7 >
14. | sticking / Picking - - E - — - \
15 Sealing/foil/ pinhole/ forming i B _ _ B \
"' | defects a \
16 Blister /Wrinkles / Improper B N B \
" | Knurling/ Torn pocket B - B
17, | Foreign Product/Foreign/ o B \
" | extraneous Material = B -
18 Wrong appearance/different shape B - -
" | of tablets/blister - B .
19. | Colour of tablets v~ v . S5 — - \
20. | ** Other defect - _ = . =i o \
21. | Total Defects e = 1% = | = |= \
22. | Total replaced Units HA HA | NA [ NA NA A \
Shipper weight of each shipper after Aub|20L auo20 TMOe0 N 60 [ 420 \
e inspection (kilogram/gram) a3 e A \BAS
Confidential Document Restricted circulation FORMAT NO.: FMQA048-01-02
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MASTER COPY

=

Authorized By (QA Head)

Sign & Date: %?‘/\j% - el

- MASTER FORMAT
SIMgE{E}l?/[ N]:‘;TMI;;TD Title PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM,
- GOA - 403512, Ref. Doc. No. | QA/048 Page No. 2 0f2
INDIA.
Done By Soniya Son‘,jq Seniy «Semj q[Soriaa 1€ °""j‘\\ R @: AR
p ’ 2 t = . )

Checked By 03 06 13[o5eb [ DTS [ WY 'l&‘?‘: 633 1@-:933 P

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

Total shippers packed in
Batch

g fol voL ool

Total shippers checked in batch

ae

Total Quantity packed

£EgyS ¥2s x20'S

batch

% of Pack Stock carried out on

16|

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)
Decision For Further Pack Stock Inspection s
Total Replaced Unit Blister/Carton/Shipper A

be -
Certified By: ﬂ 27.06 23 Rechecked By: (/& “4.06.2™> Approved By: é;ﬁ}iﬁrz_i- 06 25

(Quality Assurance Head / Executive)

(Packing Officer)

(QA Officer)

J
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