Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :483046

| **Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
Ltd.

Sales Order No. :7374371/10 Quantity released: 5845X25X20’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) pécked 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/576/L
Authorization Number / 5
Licence or Certificate of
GMP Compliance of a
manufacturer
Results of analysis : Certificate of analysis attached
Comments/remarks T —

*Packing lot/ batch number shouid 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 :483046

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.

i iation) (or with deviations assessed as having no

fect 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
La Ltd.

Name and position/titie and | : Jyoti Shetye.

address of person | Quality Head.

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 @‘f/

release

Date of signature

\ 08.2021
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CERTIFICATE OF ANALYSIS
® CEPTHO®UKAT AHAJIM3A

Page 1 of 4/ Ctp. 1134

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 483046

Batch Quantity / O0bem ceprl:  5845packs / ynaxoBok

AR No / Amasaruaecknii oraer Ne : ARF/114/2023 | Date of Analysis / laTta anammsa:  14.08.2023

Date of Mfg / lara npon3soacrea:  07/2023 Date of Expiry / I'onen go: 06/2026

Analysis performed according ND / Anams nposenén mo HJI: IT N013745/01-180522

Test / HokazaTean

Result / PesyabraThi Specification / Hopma

1 | Description / Onucanne . Complies / CootBercTByeT 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 kpyrisie Tabnerky co
CKOIIEHHBIMH KPaAMH OT KOPHYHEBOIO 0 TEMHO-
KOPMYHEBOTO IBeTa ¢ BKpamieHnamA. Ha onnoit
cTopoHe TabneTku BbIAaBneHo cnoBo «CIPLA», Ha
ApYroii - TUHUA pa3noma.

2 | Identification / ITognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. CootBercTByer S:?:musaune aMMHaYHOTO pPacTBOpa B KPAacHbIA
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTseTcTByeT chromatogram of the sample solution should
Merunmaparunpokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpXKUBAHHUSA OCHOBHOTO ITMKA HA XPOMATOrpaMme
HCTBITYEMOTO PacTBOPA JOJDKHO COOTBETCTBOBATh
BPEMEHH YIEpPKHBAHNA OCHOBHOTO MMHKA Ha
XPOMATOrpaMMe CTAHAAPTHOTO PacTBopa
MeTwImaparaapokcubensoara (pasmen
«MerunmaparuapokcubeHsoar).

3 | Average weight / Cpeauss
Macca

187.62mg / 187,62mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpogykr cooreeTcTeyeT Tpebosanvam HI | 3akmoyenne: OQOBPEHO

Checked by QC In-Charge / EF P
r-t_

Approved by QA In-Charge /
HokymeHT of06peH QOK: %’}

HoxymenT nposepeH OKK:
Date / z Date /
[Dara: 4. 08 193 ara. ‘1082023

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, Tuergl, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
- CEPTHO®HUKAT AHAJIU3A
Page 2 of 4/ Crp. 2 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHA}IEB, TABJIETKH 13,5 mr
Batch No / Cepus Ne : 483046 Batch Quantity / O6bem cepuan:  5845packs / ymakoBok
AR No / Asasmragecknii oraer Ne :  ARF/114/2023|Date of Analysis / laTa anasmsa:  14.08.2023
Date of Mfg / lara nponssoacrsa:  07/2023 Date of Expiry / I'ogen ao: 06/2026
Analysis performed according ND / Anayms nposeaén mo H/I: I1 N013745/01-180522
Ne Result / PesyanTaTnt Specification / Hopma
Test / IlokazaTenb

4 | Uniformity of weight / Complies / CooTBercTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OmHOPOAHOCTD 110 Macce %

2/20 tablets NMT £15% / 2/20 ne 6onee % 15%

5 | Loss on drying / Iloreps B 2.6% NMT 6.0 % / He Gonee 6,0 %

Macce MPH BbICYIIHBAHHH

6 | Dissolution / 79-86% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenne He menee 70 % (Q) cennosnnos gepes 120 mus

7 | Uniformity of Dosage units / AV=53 The acceptability index forn= 10 AV <L1.
OHOPOOHOCTH O3HPOBAHHSA 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=150;L2=25.0.

ITokasarens npuemaemMocTd s n=10 AV <L1.

B cnyuae, ecnu 3navenne AV npessimaer L1,
TIPOBOJAT MCIIBITAHHE Ha cnepyiomux 20 obpasnax.
Jns n=30 AV <L1. Bce 3Ha4eHHA Xi JOTDKHEI
YIOBNETBOPATL HEPABEHCTBY:

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

L1=150;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnvecTersoe onpenenesnue 14.00 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpns) Ot 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)

14.00Mmr/Tab CEHHO3HIOB B NepecyeTe Ha CeHHO3uA B B onHOM
Tabnerke.

Remarks : The Product conforms to ND/ A
Npumeuanne: MNpopykT cooteeTcTeyeT TpebosaHnam HI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Checked by QC In-Charge /
e

Approved by QA In-Charge /

BET

HokymeHT nposepeH OKK: HokymenT opobper OOK:
Date / Date /

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




Cipia

CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepaa Ne : 483046

Batch Quantity / OGbem cepan:  5845packs / ynakoBok

AR No / Ananmragecknii order Ne : ARF/114/2023 | Date of Analysis / Iara anammza: 14.08.2023

Date of Mfg / lara npom3ssoacrsa: 07/2023 Date of Expiry / T'ogen no: 06/2026

Analysis performed according ND / Anams nposenén mo H/I: ITN013745/01-180522

Ne Result / PesyasTarst Specification / Hopma
Test / lloxazarens
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepxanue '
MeTHInaparuapokcubensoara 0,049mr/Ta6
(BIXX)

10 | MICROBIAL LIMIT TEST/ Muxkpo6ronora4eckas 9McToTa

10a) | Total Aerobic microbial count /
O6iee gucno adpobHbIX

MHKPOOPTaHH3MOB

<10 Not more than 10* cfu/ g / He 6osee 10* /r

10b) | Total combined yeast and mould
count / Obmee uucao

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

<10
UIECHEBbIX H APOMOKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 10 / g / He Gonee 107 /v

bacteria/ Yeroiiuussie k
JeHCTBHIO JKEeYH

rPaMOTpPHIATEbHEIE OaKTEPHH

10d) | Staphylococcus aureus

Absent /OrcyrcrByior Absentin 1 g/ Orcyrcreue B 1 r

10¢) | Escherichia coli Absent /OTcyTcTByIOT Absentin 1 g/ Orcyrcteue B 1 1
10f) | Salmonella Absent / OrcyTcTBYIOT Absentin 10 g / Orcyrcreue 8 10 g
Remarks : The Product conforms to ND/ F Conclusion : APPROVED /

Mpumeyanne: MNMpogykr cooteeTtcryer Tpebosanvsam HI | 3akmoyenne: OOOBPEHO

Checked by QC In-Charge / ,
[IlokymeHT npoeepeH OKK: =t

Approved by QA In-Charge / 2
DokymeHT opoGper OOK: W

Date /

[ara: A0 202%

Date /
[ara:

\\-\1'03"101—3

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
CEPTUOHKAT AHAJIM3A

-

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepas Ne : 483046

Batch Quantity / Oobem cepumn:

5845packs / ynaxoBok

AR No / Ananurageckni orger Ne : ARF/114/2023

Date of Analysis / laTa anammsa:

14.08.2023

Date of Mfg / lara nponssoacrea: _ 07/2023

Date of Expiry / I'onen go:

06/2026

Analysis performed according ND / Anasmis nposenén mo H/I: I1 N013745/01-180522

Ne

Test / Hoxka3zarenb

Result / PesynsTaTs:

Specification / Hopma

11 | Package / Ynakoska

in a blister made of

GnucTep M3 MIEHKH
NIOJTHBHHHIXTIOPHIHOM
(noNM3THNEHOBOH/

MO MPHMEHEHHI).

Package / Ynaxoska - 20 tablets

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

MOJHBHHHICHXIOPHIAHOR) W
amMHHAEBOH (onbry, no 25

6IHCTEPOB B KAPTOHHYIO MAYKY
C BJIOXKEHHEM 25 WHCTPYKLHI

Package / Ynaxoska - 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
TabneTok B OIMCTEp U3 MIEHKH TPEXCIOHHOH
(IIBX/TISMIBX) u anromununesoit gonsry. ITo 2
win 3 61IHcTepa BMECTE C HHCTPYKLIMEH 110
TIPHMEHEHHIO B KapToHHYH0 na4ky. ITo 20 Tabnerok
B O/HCTep M3 MIEHKH NOIHBHHAIXJIOPHAHOH
(MONM3ITHIEHOBOH / MONHBHHIIIGHXIOPUIHOM) H
amomuHHeBO# donbry, no 25 Gnucrepos B
KapTOHHYIO Na4Ky C BJIOXKeHHeM 25 WHCTpykiumii no
MPHMEHEHHIO.

12 According to ND /

Labeling / Mapkuposka
B coorsercreun ¢ HIJ

13 Storage conditions / Ycnosus

XpaHeHHA Boiwe 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe IpH TeMIepaType He

14 Shelf life / Cpox roguocTH 3 years / 3 rona

Remarks : The Product conforms to ND/ ¥
Mpumeyanme: [pogykT cooTBeTCTBYET TPeboBanusam HI

Conclusion : APPROVED /
3axknwouyenme: OQOBPEHO

Checked by QC In-Charge /o

Approved by QA In-Charge /

¥

LokymeHT nposeper OKK: [LokymeHT ogobpen OOK:
B:::! T 3:;2’ \Yy -08. 2023

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

%ﬁ?ﬁ? Authorized By (QA Head)
N Sign & Date: w;—

MASTER FORMAT = L

i e | e PACK STOCK INSPECTION CHECKLIST

TUEM INDUSTRIAL ESTATE,
N ety Ref. Doc. No. | QA/048 Page No. 1of2
INDIA.
Previous Product Name: Senade Tablet Previous Batch No. £&8304s LineNo.: 3
Product Name: _Senade Tabled 483046 ’ﬁ‘?Son? 576660 ¥YS

*EXPORT/LOCAL: 137437 |16 Batch No. :

Batch size: 30660666 MDA

Mfg. Date: ©712623  Exp. Date: 66(202¢

Date of inspection: from 706823 to 67:08°213

Keys: V= complies/OK NA = Not Applicable
- =No defects are observed X= Does not comply/Not
Sr. SHIPPER NUMBER
No. DR &t _[1e [9¢ [3¢ [ a¢ [59 [y
1. | Shipper Top / Bottom Taping o — o 1 e el
2. | Shipper Overprinting / Labeling orr Yol g b gl g = 4
3. | Packer Name D eepats [Nima|Mahuh[Saichree|Prati kshatrahea, |
4. | Shipper Fill Value(l60x2Sx20') |~ o o | o~ o— |~ ¥ | # (s x2ckan's)
'5. | Bundling Quality / Pouch Quality | nv A~ Na | un [N e | on ||
6. | Outer Carton Overprinting NA NA NA | NA ANA NA \
7. | Inner Carton Overprinting R D PO e \
g | Cracked/half tablet/Broken tablets \
" | edges. - - #=F bk s .
Blister Overprinting / Smudging
10. Embossing OW | Gh | ol |ow | ok ol
11. | Missing units/Extra units — — wi. ) = s = \ A
12. | Broken/chipping/ molted Tablets =  fa - i — W
13. | Spot/ Powder In Blister / Tablets. - i g s - — \ % $8-3
14. | sticking / Picking — — = i) e = Jltfﬂ
15 Sealing/foil/ pinhole/ forming el
' | defects = — — — -
16 Blister /Wrinkles / Improper B
" | Knurling/ Torn pocket — i = o
17 Foreign Product/Foreign/
'’ | extraneous Material = 1= S Dot s -
18 Wrong appearance/different shape o
| of tablets/blisfer — | =] = {=
19. | Colour of tablets — — | BN jose ol \
20. | ** Other defect o e - — — — \
21. | Total Defects e el JESS o - s
22. | Total replaced Units NA NA Nal NA Nea NA
Shipper weight of each shipper after |y .gqplog. _ 480|206 -¢q0[10-220
. inspection (kilo‘éranﬂgrmn) 20870120 920(21 000 20
R - ==
\
Confidential Document Restricted circulation FORMAT NO.: FMQA048-01-02
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MASTER COPY

G’ Authorized By (QA Head)
- Sign & Date: i
MASTER FORMAT e A
. LTD.
T s Title PACK STOCK INSPECTION CHECKLIST
TUEM INDUSTRIAL ESTATE,
ot e Ref. Doc. No. | QA/048 Pagé Ni. 2 of 2
INDIA.
i O ~udM S L 5 . >N e Can L'
Done By P T ‘%uxés 2&‘6 ;e-»*% go‘w"‘a g“a : o7 .of2,2 3
b ‘s 3 O -2’3 (! e 3 - \
Checked By Lﬁ_,,g,ﬁf’ L;L,,s sl e Z,s«"* ;?03 - L e
*(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
Total shippers packed in ¢z 4ol 4 01Lo6 Total shippers checked in batch | 4, I3
Batch
Total Quantity packed CRUSC +%26'¢ % of Pack Stock carried out on 16-).
batch
Defect Observed i
** If any Other defect observed =
Nature Of Defect Observed ( Critical, Major, Minor)
Action Plan For Defect Na
Corrective Action And Preventive Action ( CAPA) A
( If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection NA
Total Replaced Unit Blister/Carton/Shipper ~NA
‘ ; O
Certified By: ﬂ' 01ok-2 Rechecked By: > Approved By: 222
(Packing Officer) (QA Officer) o (Quality Assurance Head / Executive)
Confidential Document Restricted circulation

0108245

FORMAT NO.: FMQA048-01-02




