Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*L ot / Packing Batch number :484093 | **Manufacturing Batch number:NA
Importing Country  :Russia (Sigstomer :Dr.Reddy’s Laboratories
Sales Order No. :8455250/10 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 Sennosides

A &B as Caicium Salis.

Dosage form :Uncoated Tablets

Package size : 25X20’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,

Gea - 403512

India

Manufacturing
Authorization Number /
Licence or Certificate of
GMP Compliance of a
manufacturer

: GO/IDRUGS/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)

Generi;.: Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484093

Certification statement

- | hereby certify that the information is authentic and accurate.

This batch of product has been manufactured, including
packaging and quality contro! 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 \
authorizing the  batch %{‘ﬁ//

release

Date of signature
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUGHKAT AHAJIM3A

-

Page 1 of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun No ¢ 484093

Batch Quantity / O6bem cepuin:

5843packs / ynakoBex

AR No / Ananuruueckaii oryer No : ARF/177/2024|Date of Analysis / [lara anaaunza: 02.10.2024

Date of Mfe / iata nponssogzersa:  09/2024

Date of Expiry /T'oger go:

08/2027

Analysis performed according ND / Ananus uposenén no H/{: I NO13745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [MokaszaTenn

No Result / PesyabTaTs!

Specification / Hopma

1 | Description / Onucaxue

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 TabIETKH CO
CKOLIEHHBIMH KPasMHi OT KOPHYHEBOTO 10 TEMHO-
KOPHUHEBOTO LUBETA ¢ BKpanaeHuamu. Ha oauoi
cTopoHe TabneTkH BuigaeneHo cnoso «CIPLAy, na
ApYroi - THHHA pa3oma.

2 | Identification / [loanuuHoCTh
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcrByYeT OkpalmuBaHUe aMMHAYHOrO pacTBOpPA B KpacHbIi

AHTPaXHHOHOBbIE MTHKO3M/IbI i

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BOKX) peak in the chromatogram of the Methy]l

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepiKHBaHKA OCHOBHOIO NMKa Ha XPOMATOrpaMme
MCTLITYEMOTO PacTBOpa J0/DKHO COOTBETCTEOBATE
BPEMEHH YIepKHBaHHs OCHOBHOIO MKKa Ha
XpomarorpamMme CTaHAapTHOro pacTBopa
MeTuanaparuapokcuGensoarta (pazaen
«Mertunnaparuapokcubensoar).

3 | Average weight / Cpeauss
macca

189.48mg / 189,48mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooteeTcTByeT TpebosaHnam HA

Conclusion : APPROVED /
3aknwoueHue: OJOBPEHO

HokymeHT nposeper OKK:

Checked by QC In-Charge / 5\5

Approved by QA In-Charge /
HokymenT ogobpen OOK: %

Date /

D2:\0: 20
[ara: \ ™

Date /

fas: Oz 10202\

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
CEPTHOHKAT AHAJIU3A
- Page2 of 4/ Crp. 2 u3 4

b

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Bateh No / Cepust Ne @ 484093 _|Bateh Quantity / O6bem cepun:  5843packs / ynaxonox

AR No / Ananurnuecknii oruer No : ARF/177/2024|Date of Analysis / lara anannza: 02.10.2024

Date of Mig / Jara nponsBoucrea:  09/2024 Date of Expiry / T'ogen no: 08/2027

Analysis performed according ND / Auanus nposenén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyibTaTbi Specification / Hopma

Test / [Toka3aTennb

4 | Uniformity of weight / 7 Complies / CooTsetcTByeT 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee =+ 7,5
OnHOPOAHOCTH MO Macce %o
; 2/20 tablets NMT £15% / 2/20 e 6onee + 15%
5 | Loss on drying / Tloteps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce IpH BLICYIIHBAHUH '
6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn= 10 AV <L1.
OHOPOIHOCTL AO3HPOBAHUA 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=23.0:

[Noxazarens npuemnemoct ans n=10 AV <LI.

B cny4ae, ecnii 3HaueHne AV npesbituaer L1,
MPOBOAAT HCTIBITAHKE Ha cieayomux 20 obpasuax.
Hnsn=30 AV < LI. Bce 3HaueHus Xi J0IKHbI
YZOBJIETBOPATH HEPABEHCTBY:

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTBEHHOE ONpe/ENCHUE 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrniektpodoTomMeTpus) Or 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)

14,09Mr/1a6 CEHHO3M/IOB B Mepecyere Ha CeHHo3u A B B oaHoii
TabNeTKe. ‘
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

lMpumeyanue: NpoaykT cooTeeTcTByeT Tpebosanvam H | 3aknwuvenue: OJOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposeper OKK: (@, HokymeHT ogobper OOK: %

Date / A\t Date / .
Dara: \ = [ara: O~ (02024

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

i CEPTHO®HKAT AHAJN3A
- Paged of4/Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg poaykr: CEHAJIE", TABJETKH 13,5 mr
Batch No / Cepnst No: 484093 ' Batch Quantity / O6nem cepun:  5843packs / ynakosox
AR No / Aranurnuecknii orser Ne : ARF/177/2024 | Date of Analysis / [lata anannza: 02.10.2024
Date of Mfg / lata npoussojcrea:  09/2024 Date of Expiry / Toges jo: 08/2027

Analysis performed according ND / Ananus npesenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThb! Specification / Hopma

Test / ITokaszaTeb

9 Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/1ad.
parahydroxybenzoate(HPLC)/
Copepixanue
MeTHImaparuapokcrdeHzoara 0,040Mmr/1a6
(B2XX) *

10 | MICROBIAL LIMIT TEST/ Mukpo6uonornieckas YucToTa

102) | Total Aerobic microbial count /
Obmee uncno aspobHbIX 30 Not more than 10* cfu/ g / He 6onee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Ob1ee uucno <10
IJIECHEBBIX M IPOIIKEBBIX
rpubon

10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 107/ g / He 6onee 107 /r
bacteria/ Ycroiiunsble k
OeHCTBHIO JKEJIUH
rpamoTpHuUaTeNbHbIe OaKTepuH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcytcTBue B 1 r

10 e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyTcTBHE B 1 T
10f) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Otcyrersue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanue: MpogykT cooTBeTcTBYEeT TpebosaHuam HI | 3akniovenue: ONOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / 5
[okymeHT nposepen OKK:  / \ / DoxkymeHT ogobper OOK: %&l/zﬁ\/
Date / 7 \os e Date / «(0.20

[aTta: O qJ"\ HaTa: 0% 1 2

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
CEPTHDPHKAT AHAJIHM3A

-

-

Page 4 0of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne : 484093

Batch Quantity / O6nem cepun:

5843packs / ynakoBoxk

AR No / Azanutnuecknii otuer Ne : ARF/177/2024

Date of Analysis / Jara anasmsa: 02.10.2024

Date of Mfg / lata npen3Boacrea:  09/2024

Date of Expiry / I'oneii 1o:

08/2027

Analysis performed according ND / Apanuz nposenéu no H/I: IT NG13745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThl Specification / Hopma
Test / [MokazaTen
RS | Rt v Pagkige/ Vnasomi, - 20iHbie Package / YnakoBka - 20 tablets in a blister made of
. ; g
g]\?ceg%tf;\;nggef%; i three-layer PVC/PE/PVDC film and aluminum foil. 2
it foil. 25 bisewity  |°F 3 blisters and a patient information leaflet in a
Pe— fo’rmatioﬁ leaflets in |CArton- 20 tablets in a blister made of PVC :
. c.’f s /PE/PVDC film and aluminum foil, 25 blisters with
s .ua e 25 patient information leaflets in a carton. / ITo 20
nonHBHpHuﬂxno i Tadnerox B OnUCTEp U3 NNEHKH TPEXCNOIHON
(HOHHBTMHGHOBl:)ﬁ / (IIBX/TI2/MBAX) n amomunvesoii (hoasru. 1o 2
HONHBHARASHIOpHHOH) 7 HaH 3 6aucTepa BMECTS ¢ HHCTPYKLHEH MO
P ——— (bon}:,m [0 25 npUMeHeHHIo B KapToHHy10 nadky. [To 20 Tabnerok
GHHEHBo I ’}o B— BsincTep U3 MIEHKH MOJUBHHUIXIIOPHIHOH
3 BHOH(EHHEM 2? HHCTy Fiiiilh Y (MoNM3ITHACHOBOM / MOJMBHHHAASHXJIOPUIHOH) 1
I ——— 124 amoMHUHHeBROMH (onbry, mo 25 Gnuctepos B
P ’ KapTOHHYIO NAa4Ky C BIOYKEHHEM 25 HHCTPYKLHMIA 1O
MPUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B coorBercTeru ¢ HJJ
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temeparype He
XpaHeHHs Boie 25 °C.
14 Shelf life / Cpok rogHocTH 3 years / 3 roaa

Remarks : The Product conforms to ND/
Mpumeyuanue: Mpoaykr cooTseTcTByeT TpebosaHusm HO

Conclusion : APPROVED /
3axknwouenue: OQOBPEHO

fokymeHT nposeper OKK:

Checked by QC In-Charge /

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

e

Date /
[ara:

OL\o'uu\

Date /

9 0202\
Oara: o2 !

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




MASTER FORMAT

| Sign & Date:

Authorized By (QA Hyad)

w;}\ ’li v

I

*EXPORT/LOCAL: 4 SS2So((0
Mie. Date: o }10’2_3 Exp. Date:_of | 20L]

Batch No. -
Date-of inspection: from 24.a-24

484053

Bateh size:

to 2.5:09-24

SIMCHEM PXT.LTD. [ .. ' ) e , .

PLOT :‘*{o, 60-65, Titls PACK STOCK INSPECTION CHECKIIST —EX}’ORT

- TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM , N 2 )
GOA - 403512, " Ref. Doc: No. | QA/048 . Page Na. l.of2
INDIA. _ '

| Previous Product Name: Senacle Tablet  Previous Batch No. 484 o2 I.ine No. : g,
 Product Name: _Senarde [ablet S‘?o c0ckgS

ocoOan NS

Keys: V= complies/OK NA: = Not Appl_cable
- =No defects are observed X=Does not comply
5. i _ SHIPPER NUMBER
No. DREFCES o\ 17 126 (23! | 41 isq
1. | Shipper Top / Bottom Taping Ne= [ aet f Ne o 1o — v |\
{ 2. | Shipper Overprinting / Labeling — L e ~ \/ v 1\
{3.._| Packer Name achmire, Heshmiral Sk b Nilimo [Nayani [Dsha |\
4. | ShipperFill Value (loox 2SX268) | ~ | v |~ *| \ FCY43x2lsx209}]
5. | Bundling Quality / Pouch Quality NA I NA INA [We | WD NQ v o4 ‘ i
| 6. | OuterCarton Overprinting NA PN P wd [ wp | WA NG %
7. | Inner Carton Serialization Vb v v o v \
g | Cracked/half tablet/Broken tablets \
© | edges. - N - - - -
9. | Missing Leaflet - - - = - - \
\1- o, | Blister Overprinting / Smudging ;
" | Embossing o o — — ~ —
11. | Missing units/Extra units = - - - - -
'12.- | Broken/chipping/ molted Tablets - - - - - - \ o
13. Spot{ Powder In Blister / Tablets. - - _ _ N _ \ 25 1692
| 14. | sticking / Picking = - E < " = \
. _ | Sealing/foil/ pinhole/ forming \
15.
~defects il - - - - =
| |6, | Blister /Wrinkles / Improper \
|| Knurling/ Tori pocket E . = - - ~ —
‘17 ' Foreign Product/Foreign/ \
~*"* | extraneous Material - - - - - -
g ‘Wrong appearance/different shape \
7 | of tablets/blister i@ - - - = = f
16. | Colour of tablets A \/ v ~ (o e 2
20. | ** Other defect = - . ] 5 . - \
| 21. | Total Defects - . b _ ) - )\
22. | Total replaced Units N A NG | NA | wf NA ' N A \
| Shipper w elghl of each shipper af[m ! : i
=70 | ingpection: (k:rlovramfmdm) 21l 21020 26920 |2f.000 20920 |lo-240 :
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Restricted circulation

>
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MASTER FORMAT

Authorized By (QA Head) |
Sign & Date: GH5C pY |

S!Mgfg?NE;‘g»t;s; - Title PACK STOCK INSPECTION CHECKLIST -EXPORT
" TUENM INDUSTRIAL ESTATE, ;| v
wggﬁ’fﬁﬁéﬁ v Ref. Doc. No. | QA/048 ‘Page No. 2 of 2
INDIA.
1e By - ¥ AN _ _ ;
| Done By ?Eeepal\-ﬂ EM %@E{l S’ﬂehaj %@?c‘\ gm‘ \\ o
:F Shecked By £ P Al s | B ]
Checked By - Q14 b 24 z,ﬁfrlﬂ ?_L‘.a."tf\ L"’\‘cd" bs.cﬁ : 25124 |

*(For export mention the export order no.).

FINAL INSPECTION CHECKLIST:

Total shippers packed in |, ; | Total shippers checked in batch
- AN Y
Batch - S8 Foll + wl B3 e{. ' &
Total Quantity packed _ P -% of Pack Stock carried out en )
: 2 2058 & L,
SRYY X1s X | batch Lo/
Deefect Observed - =

#** If any Other defect observed

- Nature Of Defect Observed ( Critical, Major, Minor)

~ Action Plan For Defect NP
Corrective Action And Preventive Action ( CAPA) NB
{ If Applicable For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection N B
Totai-Replaced Unit Blister/Carton/Shipper NA
; , et
Certified By:';/_f%i{ 25-09.2%  Rechecked By: _ @ 25-09.24  Approved By: ;@*\/ﬂmq 204

(Packing Officer)

(QA Officer)

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation
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