Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484086 | **Manufacturing Batch number:NA
Importing Country  :Russia g:stomer :Dr.Reddy’s Laboratories
Sales Order No. :8455250/10 ) Quantity released: 5850X25X20’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 Seninosides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :09/2024

Expiry date :08/2027

*Dack 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
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)

| Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484086

" Certification statement

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

This batch of product has been manufactured, inciuding
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

Quithout deviation Yor 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
address of person

authorizing  the
release

batch

: Jyoti Shetye.

Head Quality.
Simchem Pvt. Ltd.
Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa — 403512

India

Signature of person

authorizing the
release

batch

ik

Date of signature

2 U -09. 202 &
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJAE®Y, TABJETKH 13,5 mr

Batch No / Cepua Ne: 484086

Batch Quantity / O6bem ceprn:

5850packs / ynakosox

AR No / Ananurnyecxuii oraer Ne : ARF/170/2024|Date of Analysis / Iara ananmza: 24.09.2024

Date of Mfg / iata nponseoacrea:  (9/2024

Date of Expiry / Tonen go:

08/2027

Analysis performed according ND / Ananus nposenéu mo HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / lNoka3zaTenn

Ne Result / PesynsTaThl

Specification / Hopma

1| Description / Onucanue

Complies / CoorBeTcTByeT

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. / [lnockue kpyrisie TaGreTkH co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOTO L[BETA C BKpanneHuamu. Ha onHoii
cTopoHe TabneTiu BeigasseHo cnoso «CIPLA», Ha
JpYyro# - THHKA pa3ioMa.

2 | Identification / TTomHHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootaetcTByeT Oxkpaimpanie aMMHaqHOTO pacTBOpa B KpacHbIil

AHTPaXHHOHOBBIE TJIHKO3HIbI S

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYyET chromatogram of the sample solution should
MeTtunnaparuapokcubenzoaT corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUSA OCHOBHOIO MUKA HA XpOMaTorpamMme
HCITBITYEMOTO PACTBOPA JIOJKHO COOTBETCTBOBATS
BPCMEHHM yIEPIKHBAHHS OCHOBHOIO MUKA HA
XpPOMaTOrpamMMe CTAHAAPTHOrO PacTBOpa
meTHnnaparuapokcubensoara (pasuen
«MeTunnaparuapokcufensoar).

3 | Average weight / Cpeanss
Macca

188.17mg / 188,17mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTcTBYET TpebosaHuam H

Conclusion : APPROVED /
3anoueHue: OOOBPEHO

Checked by QC In-Charge / 2@u

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
[JokymeHT ogobper OOK:

FP

Date /

Nara: 2L O Y02

Date /
[Hara:

Z2Y4-09. 202\

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
CEPTHDPHUKAT AHAJIM3A

Cipla

Page2 of 4/ Crp.2Z nz 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHA,I[E®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484086

Batch Quantity / Odbem cepun:

5850packs / yiakoBox

AR No / Anamaruueckiii oruer Ne : ARF/170/2024 |Date of Analysis / iata apannza:  24.09.2024

Date of Mfg / laTa npoussoncrea:  09/2024

Date of Expiry / I'ogen go:

08/2027

Analysis performed according ND / Ananns npeseaén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, m3m. Ne 1 ot 09.67.2024

Ne Result / PesyabTaThi

Test / Ilokazarenn

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTb MO Macce

Complies / CooTBeTcTByeT

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

5 | Loss ondrying /TToTeps B 2.5% NMT 6.0 % / He Gonee 6,0 %
Macce TpH BBICYIINBAHUH
6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cenno3naon uepes 120 Mun
7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV <L1.

ONHOPOAHOCTD 03UPOBAHHS

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.

[Tokasarens npuemaemoctu s n=10 AV <L1.

B cnyuae, ecnu 3HayeHue AV npesbrwaer LI,
MPOBOJAT UCMBITAHHE Ha cheayrourx 20 o0pazuax.
Hna n=30 AV < L1. Bce 3HaueHus Xi JOMKHBI
YZIOBJIETBOPATh HEPABEHCTBY:

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

L1 =15,0; L2=25,0.

8 | Assay (Spectrophotometry)
KonunuecrseHHoe onpenelieHue
(Cnexrpodoromerpus)

14.10mg/tab /

14,10mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)
CEeHHO3M/I0B B riepecdeTe Ha CEHHO3MA B B 01HOI
TabneTke.

Remarks : The Product conforms to ND/
MNpumeuanue: MNpogykr coorseTcTayeT Tpebosanuam HJ

Conclusion : APPROVED /
3akntoyenue: OQOEPEHO

Checked by QC In-Charge / Qf_\;{’}

Approved by QA In-Charge /
[okymeHT ogo6peH OOK:

Fr

Date /
[ara:

[okymeHT nposepeH OKK:
2 Le.o(q, 20y

Date /

< O .
[ara: = e EEh

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
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Cipla

ERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTU3A

Page3 of4/Cip.3u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484086

Batch Quantity / O6bes cepun:  5850packs / ynakozok

AR No / Ananuruuecknii oruer Ne : ARF/170/2024|Date of Analysis / lara apannza:  24.09.2024

Date of Mfe / Jata npoussoacrea: 09

/2024 Date of Expiry / INonen fo: 08/2027

Analysis performed according ND / Anann3 nposeaén no HJL: I1 N013745/61-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / Pesyabrarh! Specification / Hopma
Test / MMokazaTennb
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTunnaparuapokcubensoata 0,042mr/Ta6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruieckas 4ucToTa

10a) | Total Aerobic microbial count /
Ob6uiee uncno aapobHLIX
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / O01ee yucno

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

<10
TUIECHEBBIX H IPOMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 10” /r
bacteria/ Yeroliunussle k
JIeHCTBHIO MWeTuH
rpamMoTpHLATebiible GakTepUH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in | g/ OtcyTtcTBue B | 1
10 ¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OrcytctBue B | 1
100) | Salmonella Absent / OTcyTeTBYIOT Absent in 10 g / OtcyrctBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNMpumeyanue: MNpoaykT cooTeeTcTByeT Tpebosanuam HO | 3akntwoyenue: ONOBPEHO

Checked by QC In-Charge / 2
[HokymeHT nposepeH OKK: ?,{jt"o

Approved by QA In-Charge /
[okymeHT ogobpeH OOK: %’

Date /
faraz. 2 H.99 20y

Date f - oq . 240‘2.—(—'
[lara: il "

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

by

CEPTHOHKAT AHATN3A

Cipla

Page4 of 4 /Crp.4 n3 4

Product: SENADE TABLETS 13,5 mg

Hponykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484086

|Batch Quantity / O8bem cepun:

5850packs / ynaxoroxr

AR No / Anaantaueckuii oruer Ne: ARF/170/2024

Date of Analysis / Jata anamnza: 24.09.2024

Date of Mfg / faTa mponssoacrea:  09/2024

Date of Expiry / I'ozen go: 08/2027

Analysis performed according ND / Auanun3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / Pesynbrarsi Specification / Hopma
Test / IloxazaTeb
11 | Package / Ynakoska P og/V = 1 . .

g ina:k;?:tér&;l:;::? AHivblats Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
st foil. 26 Blisters with | 3 blisters and a patient information leafletina
28 patient infc;rmation leaflets in |c3rton- 20 tablets in a blister made of PVC
a cel?rton / To 20 TaG1eToK B /PE/PVDC film and aluminum foil, 25 blisters with
B -143 S i 25 patient information leaflets in a carton. / ITo 20
I'IOHMBPFHHJTXJ!O RSBl TabneTox B GaucTep N3 NNEHKH Tpexcnoiinoit
(“MHBTHRHOB‘;ﬁ i (MBX/TI3/MBJIX) 1 amomunuesoii ponsru. 1o 2
MONMHBUHWIIHXIOPAAHOR) ¥ nnu 3 6ucTepa BMeCTe ¢ HHCTPYKUHEel no
oSOl OuETH, 125 NPHMEHEHHIO B KapTOHHYI0 nayky. [To 20 Tabnetok
6mucTepos B KapTOHHy’IO nauky B GJIHCTEP W3 MIEHKH MONTHBHHHIXJIOPHAHO#H
B - (monmdTMNEHOROIT / NOAHBUHWIIEHXIOPHAHOM) 1
e Y antoMuHueBoii Qonsry, no 25 Gnucrepos B

P ’ KapTOHHYIO MayuKy ¢ BIOXKEHHeM 25 HHCTPYKLULii 1o
MPUMEHEHHIO.
12 | Labeling / MapxupoBka According to ND /
B cootBetcTRUM ¢ H]T
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemrepaType He
XpaHeHHuA seime 25 °C.
14 Shelf life / Cpoxk roguocti 3 years /3 ropa

Remarks : The Product conforms to ND/
Mpumeyvanne: [MNpoaykT cooreeTcTByeT TpebosarHuam HI

Conclusion : APPROVED /
3aknwuenune: OJOEPEHO

Checked by QC In-Charge / 24 0
HokymeHT npoeepeH OKK: 9;[,

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

BIAE

Date /

[Nara: 2. Coo9. Loty

Date/

Dara; 24U 04 2024

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

| Authorized By (QA Head)
| Sign & Date: 957 1= 0okt

| SIMCHEM PVT. LTD.

PLOT No. 69-63, | Title

PACK

{ STOCK IN

SPECTION CHEC

KLIST -EXPORT

TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM, ¥ ,
GOA- 403512, - Ref. Poc, Ne, QA/B48 Page No. 1-0f2
INBIA, ;
Previous Product Name: Senade Tabled Previous Batch No, 484035 LineNo.: "V , 73
Sl0.cao0kgl

. Pr?iuctNamc: Senade _Toblet
*EXPORT/LOCAL: R4S afie

482086
P OQ

Batelr No. ~

Batel sizer Rcccoso

Mig. Date: o (2024  ExpDate:_R 20 1] Date of inspection: from 16119 to |&eq-29
Keys: V= complies/OK NA =Not Applicable
- =No defects are observed X=Does not comply

. 8r.: PO SHIPPER NUMBER
: DEFECTS : : — '

 No. o oy | \% Lz2e 1 35| A48 159
1. | Shipper Top /Bottom Taping ~— N A e L\

2. | Shipper Overprinting / Labeling Reze Nt ol Fiat . B i1
3. | Packer Name Senal [Sonal | PriceSabbos | Piiicin RlShncpi |\ b
4. | ShippecFill Value Clsox25¢2es) | ~— | v | . |~ V*(Beoxasxes)
5. | Bundling Quality / Pouch Quality | W& | NG | Np | Wh | wB [N A A
6. | Outer Carton-Overprinting - N R NRIwp | wA P NB N \
7. | Inner Carton Serialization — Ve 1 nge U \/ Nt \
| g | Cracked/half tablev/Broken tablets ‘ \
" | edges. - - - - - =
9. |'Missing Leaflet - - =, o = - ‘
10, | Blister Overprinting / Smudgmu
" | Embossing N s ~ bl \/ v
11. | Missing units/Extra units = - = s -~ = \
12 | Broken/chipping/ molted Tablets - = - - ~ = -\
13. | Spot/ Powder In Blister / Tablets. - = - « - i \
14. | sticking / Picking = - - - — - !
15 ' Sealing/foil/ pinhole/ forming ND .
7 1 defects - ol - i = = & ‘61:\
16 Blister /Wrinkles / Impreper
* | Knurling/ Torn pocket = = = = = = :
17 Foreign Product/Foreign/ .
" | extraneous Material ” - - - = -
| Wrong appearance/different shape \
- 18. A % - - 2
of tablets/blister & T \
19. | Colour of tablets ~ s — — el 8.V \
20. | **Other defect = N - - - s \

- 21. | Total Defects - = B = — o \
22. | Total replaced Units ND NO T wA TNB | NG T NA \
~+ | Shipper welgbi of each shipper after " _ ‘ \
=2+ 1 iigpection: (kﬂog,ram/wram) 2|-096 | 2-e9% n0qks {130 [21-90 {440 \ 4
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MASTER FORMAT

= o

Authorized By (QA Head)
Slgﬂ & Date: 455";‘5?; —— w,_;:__

SIMCHEM PVT. LTD.
PLOT No. 60-65,

TUEM INDUSTRIAL ESTATE,

TUEM , PERNEM,
COA —40(3512,

Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

Ref, Doc. No. | (GA/048

Page No. - 20f2

- INDIA.
i . y F - \‘h - \
Done By DeeP&\“}] peha [pecpal lnehal DEQPO{U-\“ S“e_ho}' \\ "
ecke ¥ 16092 114,62 1 [ e AL |14 FPl2A -1 [l en e..25

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

Total shippers packed in ; - Total shippers checked in batch
, Batcl SR Full tollesSe : a(
.‘Total Quantity packed SRSo ¥2S Xx20's % of Pack Stock carried out on s /
| batch
Defect Observed -

** If any Other defect observed

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

| Action Plan For Defect WA
Corrective Action And Preventive Action ( CAPA) N
{ If Applicable For Details Enter CAPA Number)
Decision For Furtheér Pack Stock Inspection N A
Total Replaced Unit Bﬁster/Carton/Shipper N A
Certified B’y.:',&, ]6-09.2%4 Rechecked By: ) 160924 Approved By: @(O o

(Packing Officer)

(QA Officer)

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

12.09 24

FORMAT NO.: FMQA048-02-00 ‘



