Cipla Ltd.

BATCH RELEASE CERTIFICATE
. (FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

| *Lot / Packing Batch number :484099 | *Manufacturing Batch number:NA
Importing Country ~ :Russia (S:Kstomer :Dr.Reddy’s Laboratories
Sales Order No. :8455250/20 | Quantity released: 5846X25X20’'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 :09/2024 Expiry date :08/2027

**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 Perneiii,
Goa - 403512
India

Manufacturing : GO/DRUGS/57¢6/L

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

Results of analysis : Certificate of analysis attached

Comments/remarks D -

*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 :484099

Certtification statement . 1'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 SA y

Wrt’avriaf@(or with deviations assessed as having no
effect onthe 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 . @/@/

release

Date of signature © lo 102024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Cipla

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykt: CEHAJIE®, TABJAETKH 13,5 mr

Date of Mfg / lata npou3sojicraa:

Batch No / Cepusn Ne: 484099 Batch Quantity / O6nem cepun:  5846packs / ynakosox
| AR No / Ananurnueckuii oruer Ne : ARF/183/2024|Date of Analysis / lara ananusza: 10.10.2024
09/2024 Date of Expiry / Topen fio: 08/2027

Analysis performed according ND / Ananu3 npoeenés no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / TloxkazaTens

Ne Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

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. / TInockue kpyrisie TabneTKH O
CKOLIEHHBIMH KPasMH OT KOPHYHEBOI'O 0 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKpanneHuaMu. Ha oxHoi
cTopoHre TabneTkH BbiAaBaeHo cnoBo «CIPLA», Ha
JpyYToOii - THHHSA pasnoma.

2 Identification / TlognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBetcTByeT OxpawmnBanie aMMHaYHOTO PacTBOpa B KPACHbIi
AHTPaxMHOHOBbIE TITUKO3H/IBI A
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBetcTByeT chromatogram of the sample solution should
MetunnaparuapokcubeHzoat corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
YISPKHBAHHA OCHOBHOTO NUKA HA XPOMATOrpamMmMe
MCTIBITYEMOIO PACTBOPA AOJACHO COOTBETCTBOBATh
BpPEMEHH YAEPHKHUBAHUA OCHOBHOIO MNUKa Ha
XpPOMATOrpaMMe CTaHOAPTHOTO PacTBOpa
mMeTHnnaparuapokcudensoara (pasgen
«MeTtunmnaparuapokcubensoar).

3 | Average weight / Cpennss
macca

186.56mg / 186,56mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
MpumeuaHue: MpoaykT cooTeeTcTBYET TPeboBaHuam H

Conclusion : APPROVED /
3aknwoyeHnue: OQOBEPEHO

Checked by QC In-Charge / o
[lokymeHT nposepeH OKK: %w

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

AT

Date /
fara:

|00 -')’o’)—\l,

Date /

| e R Y T
[arta: s “

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
kK CEPTUOUKAT AHAJIM3A
Page2 of 4 /Cip.2 n3 4

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

Batch No /Cepus Ne: 484099 Batch Quantity / O6bem cepun: - S846packs / vnaxosox
AR No / Ananntnueckuii oraer Ne : ARF/183/2024|Date of Analysis / Jata anaamza: 10.10.2024
Date of Mfo / lata npounssoactea:  09/2024 Date of Expiry / Tonen go: 08/2027

Analysis performed according ND / Ananus nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/61-180522, n3m. Ne 1 ot 09.07.2024

Test / lMokazaTens

No Result / PesynbTaThl

Specification / Hopma

4 | Uniformity of weight /
OJHOPOAHOCTE M0 Macce

Complies / CoorBeTCTBYET

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

OHHOPOHHOCTL AO03UpPOBaHHA

5 | Loss on drying / [Toteps B 2.3% NMT 6.0 % / He 6osiee 6,0 %
Macce MpH BBICYIIHBAHUH
6 | Dissolution / 78-90% NLT 70 % (Q) of sennosides in 120 minutes
PacrtBopenue He menee 70 % (Q) ceHrozuA0B yepes 120 MuH
7 | Uniformity of Dosage units / AV =56 The acceptability index forn =10 AV <LI.

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= 1512 =250,

IToxasatens npuemuemocts ana n=10 AV <L1.

B cnyuae, ecnu 3HaueHne AV npesbiaer L1,
NMPOBOJAT MCIbITaHHE HA chenytomux 20 odpa3uax.
Jinan=30 AV <LI. Bce 3HaueHus Xi Q0TKHEI
YJIOBNETBOPATHL HEPABEHCTBY:

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

E1=15,0;12 =250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OmpeneneHne
(CnexrpodoToMeTpust)

13.82mg/tab /

13,82Mmr/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 po 15,53 mr (ot 90,0 5o 115,0 %)
CEHHO3MIOB B IlepecyeTe Ha CeHHO3M1 B B oaHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTBeTcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3akmoveHue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

OokymeHT nposepeH OKK: %’f”p [oxkymeHT opnoBpex OOK: %/7&]{/—
Date / — Date / &5 Ui «
[ara: \0 100 o2y R lo~to. 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




Cipla

CERTIFICATE OF ANALYSIS
i CEPTHOUKAT AHAJIU3A

Page 3 of 4/ Crp.3 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr

{Batch No / Cepust Ne: 484099 Batch Quantity / O6nem cepun:  5846packs / ynaxosox
‘AR No / Anaantnuecknii oruer Ne : ARF/183/2024 |Date of Analysis / lara anaan3za: 10.10.2024
Date of Mfg / iata npoussoacrea:  (09/2024 Date of Expiry /Tomen go: 08/2027

Analysis performed according ND / Anannz npoenés no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, u2m. Ne 1 or 09.07.2024

Test / IlokazaTens

No Result / Pesy/ibTaTsl

Specification / Hopma

9 | Content of Methyl 0.04 Img/tab
parahydroxybenzoate(HPLC)/
ConepaHue
MeTuinaparnapokcubensoara 0,04 1mr/Ta6
(B2XX)

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuonorudeckas YicToTa

10a) | Total Aerobic microbial count /
O0wee urcno a’pobHBIX 30

MHUKpPOOPraHHM3MOB

Not more than 10* cfu/ g / He 6onee 10" /r

10b) | Total combined yeast and mould
count / OGuiee auca0
TUTECHEBBIX H JPOIKEBBIX

TpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiuusble k
JIeHCTBUIO KeauH

rpamMoTpHuaTensHbie faKTepHH

Absent /OtcyTcTBytOT

Not more than 10%/ g / He Gosee 10° /r

10d) | Staphylococcus aureus

Absent /OtcyTeTByIOT

Absentin 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli

Absent /OtcyTcTRYIOT

Absentin 1 g/ OtcyretBue s | r

100) | Salmonella

Absent / OtcyTcrByior

Absentin 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr coorBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3aknrwueHue: OQOBPEHO

Checked by QC In-Charge / LA
-t ’

Approved by QA In-Charge /

PHT

HokymeHT nposepex OKK: HokymeHT ogobper OOK:
Date / Date /
fara: il il de [ara: 10+ (0. 2-02Y

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
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJTE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484099

Batch Quantity / O6uem cepun:  5846packs / ynakosok

‘AR Ne / Anaaaradeckrii oruer Ne: ARF/183/2024

Date of Analysis / Jara ananusza: 10.10.2024

Date of Mfg / laTa npoussoacrsa:

09/2024

Date of Expiry / I'onen xo:

08/2027

Analysis performed according ND / Ananu3 nposenéu no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / Ii N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesybTatsbi Specification / Hopma
Test / lTokazaTens
11 | Package / Ymakoska &
& Package e Package / Ynaxoska - 20 tablets in a blister made of
in a blister made of : :
three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and ; R ; ;
: : : : or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with ; >
s : . |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in 2 » 5 o
/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / I'lo 20 TaGneTox B -y . .
6 25 patient information leaflets in a carton. / [1o 20
oAl i TabneTox B H1MCTEP M3 MICHKM TPEXCIOMHOM
MOMBHHIIXJIOPUIHO M -
— (HB;(%I}IS/;IT?I;X) ;lciJ;P:.:MHHHEBOH tp(‘)‘nbru. [To2
TOJTUBUHUIIIEHXJIOPUAHOI) U gﬂﬁmeueﬂn;ps FMTO " sy )‘/Kugeuzgo 6
ATIOMHHHEBOMH (honbru, rmo 25 % " FRpTORTN By 110 T% iRk
GUCTEPOB B KAPTOHHYIO MAYKy ?n OJ;::[Z;ZF;IZB BHZH;(H R 5
¢ RIOKeHHEM 25 HHCTpYKIMiE HOBO# / MONTMBHHHNACHXIOPHIHOI) H
anoMUHUEBOH (omery, no 25 Grnuctepos B
0 MPHMEHEHHUIO. e
KapTOHHYIO MaYyKy C BIOKEHHEM 25 MHCTPYKLMIi N0
NPHMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B coorserctBum ¢ HI
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npn TemnepaType He
XpaHeHUs Bblwe 25 °C.
14 | Shelf life / Cpox rOAHOCTH 3 years /3 roza

Remarks : The Product conforms to ND/
lMpumeuanue: MNpoaykT cooTeeTcTBYET TpeboBaKuam HJ

Conclusion : APPROVED /
3akntoyenune: O0OEPEHO

Checked by QC In-Charge / ejp/t )
HokymeHT npoeepeH OKK:

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

- S

Date /
Nara:

o 10204

Date /

[ara: oo . 2oy

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



' Aut}-lorizedr By (QA Head)

| Sign & Date: @;\7}& onet]

V

) : MASTER FORMAT oer e
SIn EMPYT. LTD. ! s ; . i
Mgi,{éilT Nu.YE'g-GS. Title PACK STCCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, [
] TUEM ,PERNEM, = 4 i
GOA- 403512, ; REf. Doc. No. QAJ{048 ’ - Pag_e No. 4. I1-of2
, INDIA. ; _ ,
| Previous Product Name: ___5enacie "Table{  Previous Batch No._H840938 LineNo.: 3 AT
Product Name: __Senoci®  Tabled - ; S$70+ 000Ky
*EXPORT/LOCAL: 845525020 gk » 484099 Baich size: 3000000 N0y
Mie. Date: ©9[202Y  Exp.Date: O%[2027  Dateof inspection: from _ 02102 to. 02:10:2Y
Keys: = complies/OK NA =Not Applicable _
- =No defects arc observed X=Does not comply
- Sr. s S SHIPPER NUMBER
No. T ol [ 1222125 | 49 ] 54
1. | Shipper Top / Bottom Taping a— | v | | il IS
| 2. | Shipper Overprinting / Labeling — v ] e T v | — 1\
1'3.. | Packer Name ' ha s N Gt e W¥SmY pySha [ ogha]
4. | ShipperFill Value( (00¥925¥20’yY) | v | v [ v [ 1 o | ¥ \(4ex1542p9)
5. | Bundling Quality / Pouch Quality | nNA | N | A | NA | R | WA
| 6. | Outer Carton-Overprinting L NA NN B L Np R VA %
| 7. | Inner Catton Serialization A v L— b — — X
Cracked/half tablet/Broken tablets | _ : | <k \
8. o L 0 o § o -
edges. \
9. |'Missing Leaflet _ e - | = - e -
| Blister Overprinting / Smudging _
_ = Embeossing sl el Tl i I it el @k Ay
| 11. | Missing units/Extra units L= - i= 1= 1 = 1 = 0T
' 12.. | Broken/chipping/ molted Tablets | - | — | - = b = - A
13. | Spot/ Powder In Blister / ‘Tablets. | . P T - — - \
14, | sticking / Picking L = = | = i 1 - - \
¥ ‘Sealing/foil/ pinhole/ forming : ‘ : : ;
13, = - - = — -
-defects : . ‘
16, Blister /Wrinkles / Improper = . E
| Knurling/ Torn pocket I ' ; e M T ‘
Foreign Prodict/Foreign/ ' :
EL. ) : — - - = - 3
extraneous Material
18 Wrong appearance/different shape _ _ _ \
" [ of tablets/blister ] r - i A i
- | 19. | Colour of tablets il — — — —
[ 20. | **Other defect F- | = § = - | - - \
21. | Total Defects, A T - I = il ' \
{ 22. | Total replaced Units | nA [ va [ NA [NA | R v \
— Shjppﬂzwmght‘gcach_smppetaﬁﬁn 0910 0920 00420120:§6°|20:940 ;l‘O'TBO .
inspection (kilogram/gram) i : - ; : -
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00
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MASTER COPY!

Py, L ‘
e Authorized By (QA Head)
% Sign & Date: @€ . a3
. MASTER FORMAT . BT e
M PVT. LTD. - e L e 8 . 2 ‘
Lo Title PACK STOCK INSFECTION CHECKLIST -EXPORT
" TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM, : ,
GOA — 403512, Ref. Doc. No, | QA/048 - - Page No. 2-0f2
Doné By Snehg {SMNal [Deepglion D2eputig Snehd [Snenal P PO
A T . -m w @J &J -w M..v1 “\.
' Checked By _gé-lollf 021024 p2iio 24 oncl024 0210 2Y by jaay| 0%\ 24|
*(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
Total shippers packed in : 1 Total shippers checked in batch
Batch 58{Ull 4 o|Lrose | 06
Total Quantity packed gy 625 420'S % of Pack Stock carried out on 10+ ’
i batch
Defect Observed -

** If any Other defect observed EN
| Nature Of Defect Observed ( Critical, Major, Minor)

" Action Plan For Defect
N R

Corrective Action And Preventive Action ( CAPA) ; 0
{ If Applicable For Details Enter CAPA Number) N
Decision For Further Pack Stock Inspection TS

NP

‘ (g)\ ; -
Certified By: _ ﬂ pL-1a.24 Rechecked By: @ 02.-10-24 Approved By: /L%-:ﬁ' \o-2>A
(Packing Officer) (QA Officer) (Quality Assurance Hcad / Executive) '

| Total Replaced Unit Blister/Carton/Shipper
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