Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484085

| **Manufacturing Batch number:NA

Importing Country

:Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/10

Quantity released: 5841X25X20's

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

Name and address of
Marketing Authorization
Holder:

Cipia Ltd., Peninsula Business Park

Lower Parel, Mumbai, India

Strength / Potency :

Senna extract equivalent to 13.56 mg of Sennosides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

Package size : 256X20’s

Type of Pack : Blister

Mfg. Date :09/2024

Expiry date :08/2027

*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,

Coa - 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)

Genetic Name :Sennoside Tablets 13.5ma

Brand Name :Senade

*Lot / Packing Batch number :484095

Certification statement

: | hereby cettify 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

without 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 SA

Name and position/title 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 o
authorizing the batch %//

release

Date of signature

OU<{0-2-02-Y
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Cipla

CERTIFICATE OF ANALYSIS
b CEPTUOHUKAT AHANU3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484095

Batch Quantity / O6bem cepun:

 5841packs / ymaxosok

AR No / Ananurnyecknii oruer Ne : ARF/179/2024 |Date of Analysis / Hara anannza: 04.10.2024

Date of Mfg / lata npoussoacrsa:  09/2024

Date of Expiry / Iogen no:

08/2027

Analysis performed according ND / Anaanz nposeaén no H/L: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [ToxazaTenn

No Result / PeaynbTaThl

Specification / Hopma

1 | Description / Onucanne

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 kpyrisie TableTKH O
CKOLLEHHBIMU KPaAMH OT KOPHYHEBOTO 10 TEMHO-
KOPUYHEBOTO LBeTa ¢ BKparuieHHsMH. Ha onHoll
cTOpoHe TabIeTKH BelAaBheHo cnoBo «CIPLAY, Ha
APYroii - NUHKA pa3noma.

2 Identification / [ToaauHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpamnBaH¥e aMMHaiHOTO PacTBOpa B KpacHbIii
AHTPAXWHOHOBBIE TITHKO3HIbI B
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTCTBYET chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(BDAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
YAePIKUBAHUS OCHOBHOIO TIKKa HA XpoMaTorpamMme
HCTIBITYEMOTrO PacTBOpPa JODKHO COOTBETCTBOBATh
BPEMEHH YAePKHBAHHA OCHOBHOIO MHKA HA
XpOMarorpamMme CTaHAapTHOroO pacTBopa
MeTHInaparuapokcubdensoara (pasaen
«MeTtunnaparnapokcubeHnsoar).

Average weight / Cpennsas
macca

[¥5]

186.40mg / 186.40mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTBeTcTBYET TpebosaHuam HA

Conclusion : APPROVED /
3akntoyeHue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: "‘ﬁw HokymeHT ogo6peH OOK: %/\L/
Date / Date / R R o
[Nlata: L \v- 1oLy [ara: 0y 02024

FMQCO003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
> CEPTUOHUKAT AHAJIU3A

Page2 of4/Crp.2 3z 4

Product: SENADE TABLETS 13,5 mg

Upoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484095

Batch Quantity / Gobem cepun:

5841packs / ynaxkoBox

AR No / Ananuruuecknii oruer Ne : ARF/179/2024

Date of Analysis / {ara ananuza: 04.10.2024

Date of Mfg / lata nponssoacrsa: _ 09/2024

Date of Expiry / I'ogen no:

08/2027

Analysis performed according ND / Anaan3 nposenén mo H/I: IT NG13745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 o7 09.07.2024

-.N'e

Test / [TokaszaTenn

Result / PesynbTaTh!

Specification / Hopma

4 | Uniformity of weight /
OpHOpOIHOCTE 110 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 %/ 18/20 nHe 6onee £ 7,5
%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

5 | Loss ondrying / [Totepsa B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BEICYLITHBAHHH
6 | Dissolution / 80-93% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennosnnos yepes 120 mun
7 | Uniformity of Dosage units / AV=155 The acceptability index forn =10 AV <L1.

OnHOPOAHOCTH 103UPOBAHHS

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; 1.2=250.

[Tokaszarens npuemneMmocty it n=10 AV <L1.

B cnyyae, ecnu 3Hauenue AV npessimaer L1,
MPOBOJAT UCTIbITAaHUE Ha chemyromux 20 obpasuax.
Ilna n=30 AV <LI. Bce 3Ha4eHHA Xi 10JDKHBI
YIOBJETBOPATE HEPABEHCTRY:

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

L1 =15,0;1.2=250.

8 | Assay (Spectrophotometry)
KosmuecTBeHHOE oOnpeneneHue
(CrextpodoTomeTpHs)

14,0 1mr/Tab

14.01mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3MJ0B B NepecyueTe Ha CeHHO3W B B oHoif
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpogykT cootseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepex OKK: 9@{;5-0

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

F=

Date /
[ata:

O4 to-Lory

Date /

Nata: 04y~ (o204

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

-~

CEPTHOUKAT AHAJIM3A

Page3 of 4/ Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484095

Batch Quantity / OGbem ceprn:

5841packs / ynaxkoBok

AR No / Ananuruuecknii order Ne : ARF/179/2024 |Date of Analysis / {ata anaansza: 04.10.2024

Date of Mfg / Jlata npoussoacrea:  09/2024

Date of Expiry / I'ogen ao:

08/2027

Analysis performed according ND / Ananus nposeaén mo HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / PesyabTaThi

Test / Moka3zaTenb

Specification / Hopma

9 | Content of Methyl 0.041mg/tab
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHJINaparupokcrbensoaTa 0,04 1mr/1a6
(B2XKX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rad.

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruueckas 4ucToTa

10a) | Total Aerobic microbial count /
O61mee uyucno adpoOHLIX 20

MHKPOOPTaHH3IMOB

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

10b) | Total combined yeast and mould
count / Obee yucio
MIECHEBbIX H IPOJKIKEBBIX

rpubos

<10

Not more than 10° cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToituuBsie K
NeHCTBHIO XKeTuun

rpaMOTpHUATENbHbIE GaKTepHH

Absent /OTcyTCTBYIOT

Not more than 10°/ g / He 6onee 10° /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OrcyrcTBHeB 1 T

10e) | Escherichia coli

Absent /OTCYTCTBYIOT

Absentin 1 g/ OtcyTcTBHE B 1 T

106) | Salmonella

Absent / OTcyTcTBYIOT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTBYET TpebosaHnam HA

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge / ]
[okymeHT npoeepeH OKK: "Q?~ o

Approved by QA in-Charge / |
MokymeHT ofo6per OOK: %

Date /

[ara: CH 10 2o2y

Date /

Hares: Ou:\ 0202 Y

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




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Cipla

Page 4 of 4/ Ctp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne : . 484095

Batch Quantity / O6bem cepun:  5841packs / ynaxoBok

-|AR No / AsanuTnuecxkuii oruyer Ne : ARF/179/2024

Date of Analysis / lara anammza: 04.10.2024

Date of Mfg / [laTa npou3ssoacrea:

09/2024

Date of Expiry / I'ogen xo:

08/2027

Analysis performed according ND / Ananu3 nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Nt 1 ot 09.07.2024

No Result / PesyasTaTst Specification / Hopma
Test / IlokasaTens
11 | Package / Ynakoska s
8 ila;ﬁ%setér{:;cll{:};? Al tpbiets Package / Vnaxoexa - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alumir;um foil. 25 blisters with 1T 3 blisters and a patient information leaflet in a
75 DEGERT fosrmation leaflets in |CArton- 20 tablets in a blister made of PVC
e on /TI0 20 ratnorag o - " |/PE/PVDC film and aluminum foil, 25 blisters with °
B i R 25 patient information leaflets in a carton. / Ilo 20
HOJIHBHPHHJIXIIO PHIHOH TabneTok B 6AMCTEp U3 TIICHKH TPeXCoiHOi
A —— (IIBX/TISMIBJIX) u amomusnmesoi domsra. [lo 2
MOTHBHH A IEHXIOPHIHOH) 1 uIH 3 6nEcTepa BMeCTe ¢ HHCTpYKImedt mo
ATIOMHHHEBOH (JOBTH, 110 25 NIPUMEHEHHIO B KAPTOHHYIO mauky. ITo 20 tabiaerok
GIHCTEPOB B KapTOH ;O o OrycTep M3 MIEHKH IOJIHBUHWIXIOPHIHOH
¢ EOme R 2 HHC};Y SEH (oMMITHIEHOBOH / TIOTMBHHANAEHXJIOPHIHOI) 1
A —— 124 AMOMHHAEBON (ONErH, o 25 Bnucrepos B
‘ KapTOHHYIO MMAYKy ¢ BIOXKEHHEM 25 MHCTPYKIMH 110
TIPHMEHEHUIO.
12 Labeling / Mapkuposka According to ND /
B coorsercteum ¢ HJI
13 | Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxoM MecTe Npu TeMrnepaType He
XpaHeHHs Beimie 25 °C.
14 Shelf life / Cpok rogxoctu 3 years / 3 roza

Remarks : The Product conforms to ND/
Mpumeyanwme: [NpoaykT cooTeeTcTBYET TpeboBaHusamM H

Conclusion : APPROVED /
3aknioveHve: OQOBPEHO

Checked by QC In-Charge /
JNokymeHT nposepeH OKK: ,ng/.t_p

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

B

Date /
NaTa:

Of{'~w~LOLLf

Date /

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




Mifg. Date: o9 | 2024 Exp. Date:_o¥ |20727

Date of inspection: from 28 0% - 2.4

0 21 09. 24

Sy - Authorized By (QA ad)
i Slg[l & Date: ¢ *bkjftvj oneY
_ : i MASTER FORMAT ctoer LA
- N‘;‘Zﬁ‘fm - Title PACK STOCK INSPECTION CHECKLIST -EXPORT
- TUEM INDUSTRIAL ESTATE,
s TUEM ,PERNEM, ; :
GO 403513, - Ref. Doc. No. | 3A/048 Page No. 1ef2
INDIA. . '
' Prev ious Product Name: _Senade Tahblet _ Previous Batch No. 44094 LineNo.: _T .1t
| Product Name: __Senade Tablet | 576-080w3s
*EXPORT/LOCAL: 45525010 BawckiNe.  4-84 095 Batch sizé: 3000000 Ng |

Keys: = complies/OK L='Not'App3ir;ab'le. ‘
- =No defects are observed X=Daoes not-comply
B el SHIPPER NUMBER
No. i ol 11 12 12 | u6 |39
1. | Shipper Top / Bottom Taping R O o o iy \
| 2. | Shipper Overprinting / Labeling - v v v v v l
-1 3. | Packer Name ‘ S obanai | Shobnens| Sl _[Deepal; - (Prabicsha k| Dishe | L iy
4. | ShipperFill Value (oo x 25 X209} v« |~ e v L\ T4 xas ixeor) ]
5. | Bundling Quality / Po.ich Quality | np MO NA | NA NA NA \ : : 8
|6, |} Outer Carton-Overpriating: ST N TN N MA | NA v
7. | Inner Carton Serializa: ion KA A i o v \ L
lg | Cracked/half tablet/Broken tablets a \ '
© | edges. B B B B “ ]
' 9. | Missing Leaflet - - - - 2 - \ |
Blister Overprinting / Smudgin §
=46 3 Embossingrp & Sing ¥ e Ve W - e \
| 11. | Missing units/Extra units = ~ - - - __
' 12.. | Broken/chipping/ molted Tablets i - - - - - N b
v :
" 13. | Spot/ Powder In Blister / Tablets. B = = - = - Mlﬂ %ﬁcﬁ'ﬁ
_14. | sticking / Picking - = = - - - \
a2 Sealing/foil/ pinhole/ forming ) \
15, _ - ~ - -
-defects
16, | Blister /Wrinkles / Improper } B R ) \
" | Knurling/ Torn pocket B - -
. | Foreign Product/Foreign/ . ) \
R v R oo - = =
| extraneous Material
18 | Wrong appearance/different shape B _ . _ \
7 | of tablets/blister = . \
19. | Colour of tablets v v L & ~ o \
20. | ** Other defect = s - _ - _ -\
| 21. | Total Defects : - - - - ] \ B
- 22. | Totalreplaced Units NA NA NA | A NA ] A L? :
93 . Shipper weight of shipper afier {21-130 | 21170 | 21-020 [ 2040 |21 © 20 L4770 | &
777 | inspection: (kﬂogram/ giam) ' ‘ ‘ i
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Authonzed By (QA Head)

| Si & Date: & Ly |
MASTER FORMAT e Do
SIMCHEM PVT. LTD. e
v i | Title PACK STOCK INSPECTION CHECKLIST -EXPORT
- TUEM INDUSTRIAL ESTATE, \
TUEM , PERNEM, p
GOA - 403812, Ref. Doc. No. | QA/(48 Page No. 2052 -
- INDIA.
Done By $n ehal {Deetuliv] Snehal | Snehal | Snchal {Snehal NQ
- | Checked By 27-09-24[ 270926} 2710926/ 270924 1717 09- 24 [21- 0924 | 7’%;,%
*(For export mention the export order no.) '
FINAL INSPECTION CHECKLIST:
- Total shippers packed in '.,5? Bofi & oy somus. T Total shippers checked in batch | 06
- Batch ; L ‘
Rt e XV, ; 0 F Pac 'k carri
Total Quantity packed SP4l % 25 X 207 % of Pack Stock carried out on - !
| batch
Defect Observed -

T any Other defect observed

- | Nature Of Defect Observed ( Critical,, Ma_ior;_ Minor).

" Action Plan For Defect
' NA
Corrective Action And Preventive Action ( CAPA) 3
( If Applicabte For Details Enter CAPA Number) i
Decision For Further Pack Stock Inspection NA
| Total Replaced Unit Biister/Car‘t’onfShipper "
N :
: ‘ \S
Certified By: A&Y 27.0929  Rechecked By: m 97-09.24 Approved By: g@%ﬂ s O
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
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