Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484111 | *Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/20 Quantity released: 5842X25X20’'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 Saits.

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :10/2024

Expiry date :09/2027

**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,

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 applicabie
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Cipla Ltd.

BATCH RELEASE CERTIFICATE

{FCR RUSSIA / BELARUS)

‘Gene-ric Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484111

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 SA
(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
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 g
authorizing  the  batch %jﬁ
release
Date of signature 2.2 .\o. 202y
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Cipla

- CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJTM3A

Pagelof4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Tipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484111

Batch Quantity / O0sem cepun:  5842packs / ynakosox

AR No / Ananuruvecknii oruer Ne: ARF/198/2024|Date of Analysis / MaTa ananuza: 23.10.2024

Date of Mfg / Hara npoussoacrsa:  10/2024 Date of Expiry / I'oaen go: 09/2027

09.07.2024 / TI N013745/01-180522, u3m.

Analysis performed according ND / Ananus nposenén nio HJL: I N013745/G1-180522, amend No. 1 dated

Ne 1 or 09.07.2024

Ne

Test / Ioxazarens

Resuit / Pesyabrars Specification / Hopma

1 | Description / Onucanne Complies / Cootsercrayer 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. / Ilnockue kpyrisie TabneTkn co
CKOLIEHHBIMHU KPAMH OT KOPHHHEBOrO A0 TEMHO-
KOPHYHEBOTO BETA ¢ BKpamenuamu. Ha oguoii
cropote Tabnetiu Beinasneno ciaoso «CIPLA», Ha
APYTOi - JHHHS paznoma.

[+

Identification / ITopmunoCcTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
T — CooTeercTByeT g:glmunanue AMMHAYHOTO pPACTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ * CootBercTByer chromatogram of the sample solution should
Mertunnaparuapokcubensoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepXKHBaHHS OCHOBHOIO [THKA HA XPOMATOrpamMme
HCIBITYEMOrO PaCTBOPA ZI0JDKHO COOTBETCTBOBATH
BPEMEHH YAEPKHBAHHS OCHOBHOTO NMUKa Ha
XPOMATOrpaMMe CTAHJAPTHOrO PacTBOpA
MeTunaparuapoxcubensoara (pasaen
«Metnnmnaparunpokcubenzoar).

3 | Average weight / Cpennss
Mmacca

187.79mg / 187,79mr 189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Mpumeyanue: Mpoaykr cootseTcreyet Tpebosanusam HO | 3aknioyenne: OOOEPEHO

Conclusion : APPROVED /

fata: 2 \°2ery

Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposeper OKK: —f,t,.ﬂ [HokymeHT ofo6pen OOK: @9}
Date / Date /

[ara: o

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
CEPTHO®UHKAT AHAJIM3A :
Page2 of4/Crp.2 uz 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No /Cepua Ne : 484111 Batch Quantity / Gobem cepun:  5842packs / ynakosox
AR No / Asanutuuecknii otuer Ne : ARF/198/2024|Date of Analysis / Jara anannza: 23.10.2024
Date of Mfg / lara npoussoacrea:  10/2024 Date of Expiry / T'ogesn no: 09/2027

09.07.2024 / Ii N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Analysis performed according ND / Auanns nposeaén no HJ/I: II N013745/01-180522, amend No. 1 dated

Ne Result / PesyabTaTe!

Test / MoxkazaTens

Specification / Hopma

4 | Uniformity of weight / Complies / CooTsetcTByeT
OaHopoaHOCTs MO Macce

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%

2/20 tablets NMT +15% / 2/20 ue Gonee + 15%

OnHOPOAHOCTE HO3HPOBAHHSA

5 | Loss on drying / Iloteps B 2.0% NMT 6.0 % / He Gonee 6,0 %
MACCe NPH BLICYLIHBAHHH
6 | Dissolution / 82-98% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennozunos yepes 120 muu
7 | Uniformity of Dosage units / AV=59 The acceptability index forn=10 AV <L1.

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.

INokasatens npuemnemocts s n=10 AV <L1.

B cnyuae, ecmu 3uauenue AV npeesinaer L1,
MPOBOZAT HCMBITAHKE Ha cnemyoumx 20 obpasuax.
Jna n=30 AV <L1. Bce 3ra4eHus Xi JTOJDKHBI
YIAOBIETBOPATE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

Konuuectsennoe onpenenenne 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
14.09mr/1ab CEHHO3HJIOB B nepecyere Ha ceHHo3ua B B oaHoil
' Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpogykr cootBeTcTayeT Tpebosanusm HA | 3akmouenne: OJOEPEHO
Checked by QC In-Charge / "ﬁ’) Approved by QA In-Charge /
[lokymeHT nposeper OKK: [lokymeHT onoBpeH QOK: @/{
Date / Date / 2.9.{0. 2074
Dara: LR ooy Hara: =

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, Permnem Goa 403512




) CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHIA

Cipla

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJTE®, TABJIETKH 13,5 mr

Batch No / Cepuisi Ne: 484111

Batch Quantity / O6uem cepuu:

5842packs / ynaxorox

AR No / Ananuruveckuii oruer Ne: ARF/198/2024

Date of Analysis / lata ananuza: 23.10.2024

Date of Mfg / lara npoussoacrea:  10/2024

Date of Expiry / Toaen no:

09/2027

Analysis performed accerding ND / Ananus nposeaén no H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarsi Specification / Hopma
Test / Ioka3zarens
9 Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanne
meTHmaparnapokcubensoara 0,039mr/1a6
(BIXX)

10 | MICROBIAL LIMIT TEST/ MukpoGronorsyeckas YUHCTOTa

10a) | Total Aerobic microbial count /
Obwee unco a3poOHBIX 30 Not more than 10* cfu/ g / He Gonee 10* /r
MUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obiee uncyo <10
IUIECHEBBIX H IPONOKEBBIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10°/ g / He Gonee 10” /r
bacteria/ Y croiuusbie K
IEHCTBHIO KeTdH
rpamMoTpHiaTe/bHble OaKTepHH

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

10¢) | Escherichia coli Absent /OrcyTcTBYIOT Absentin | g/OrcytctBae B 1 1

100 | Salmonella Absent / OtcyTcTByIOT Absentin 10 g /OtcyrcteneB 10 g

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cootBeTcTByeT TpebosaHmam HL

Conclusion : APPROVED /
3akniouenue: OQOBPEHO

Checked by QC In-Charge I _{ ¢

Approved by QA In-Charge /

G

[okymeHT nposepeH OKK: HokymeHT ogobper OOK:
Date / Date / RO .
fata: 2% (5 2oy flara: bty

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




Cipnla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Pagc40f4 /Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No /Cepua Ne: 484111

Batch Quantity / O6sem cepun:

5842packs / ynaxoeok

AR No / Auaaurnuecknii oruer Ne: ARF/198/2024

Date of Analysis / laTta ananmza: 23.10.2024

Date of Mfg / {aTa npoussoacrsa:  10/2024

Date of Expiry / T'ogen ao:

09/2027

Analysis performed according ND / Ananus nposenén mo HJ/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 o7 09.07.2024

Ne Result / Pesyabrars: Specification / Hopma
Test / Ilokasatens
11 | Package / Ynakoska Package / Ynakoska - 20 tablet . .
kag ina bl%seter r:a 6 ‘:::. : Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with " 3 blisters and a patient information leaflet in a
25 patient information leaflets jn | c2rton. 20 tablets in a blister made of PVC
o 1o 20 matmerox - |/PE/PVDC film and aluminum foil, 25 blisters with
s .ua o 25 patient information leaflets in a carton. / ITo 20
nom:m[ HEIHHJIXJ'IO Sxch Tabnerok B 6MCTEp M3 MIEHKH TPEXCHONHHOIM
(nonua‘mnenoal:)ﬁ/ (MBX/IID/TIBJIX) u amomunnesoii Gomnsru. [To 2
M unu 3 6mcTepa BMeCTe ¢ HHCTPYKUHeH no
AmOMEEROBGR SOmNE, 1025 NPHMEHEHHIO B KapTOHHYIO nauky. ITo 20 rabnerox
GHcRoE S xapmuuy;o iy B GuHCTEp M3 NUIEHKH MOMHBHHHUIDXJIOPH JAHOH
S (nonmM3THNEHOBOH / ONHBHHINIEHXIOPHIHO) U
G A REARs Py anoMHHAEBOH (onbru, 1o 25 GaucTepos B
p : KapTOHHYIO NayKy ¢ BIOXeHHeM 25 HHCTPYKUHII 1o
MPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
B coorsercteun ¢ HJI

13 Storage conditions / Yenopus In a dry place, at temperature below 25 °C. / B cyxom mMecTe npu Temneparype He

XpaHeHHs Boite 25 °C.
14 | Shelflife / Cpok rogaoctu 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTByeT TpeGoBaHuam Hl

Conclusion : APPROVED /
3akmouenue: OQOBPEHO

Checked by QC In-Charge / "";ZEE/D

Approved by QA In-Charge /

a0

OokymeHT npoeepeH OKK: HokymeHT ogobper QOK:
Date / ' . Date / 0.
[ara: o B PRRmt] lara: i b

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, Pemem Goa -403512
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MASTER FORMAT

- Authorized By (QA Head)
| Sign & Date: ¥ 5o o a0t

[ o]
PLOT No. 60-65, Iiiie

{STOCK INSPECTION CHECKLIST -EXPORT

Tk

TUEM INDUSTRIAL ESTATE, |
TUEM , PERNEM,
GOA— 403512,
FNDIA.

™
L ag

e No.

1of2

Previous Product Name: _ Senade | “Teibied

- Prpduct Name: senalde Totbled
AEXPORTLOCAL: 845525020

1 Mg Date: 102077 Exp.Pate:_09(20127

 Previous Batch No,_ 48410

Batch MNo. 1 484 1 H

Date of inspection: from 15'10+2.H

LmeNo.: I, O _
S10.000 RYS |
Batch size: 3000000 V¢S |
to 1¢.10.24

Keys: = complies/OK

1o

- =No defects are observed

NA = Not Applicable
¥=Does noi comply

St | s SHIPPER NUMBER
DEFECTS - e :
No. _ 0] 12 12¢ 135 | 45 1959
1. | Shipper Top / Bottom Taping L= e 1w e v v |\ .
2. | Shipper Overprinting / Labeling R R R R s A
3. | Packer Name N U me il SorgeetalVid by Pradnuee Fhobos] \ : :
4. | ShipperFill Value QlooX2sx20%) | v~ Vv k/ - b\ (B w28 x 2000
5. | Bundling Quality / Pouch Cuality NA T NR | ND O INR NA MO \ i
6. | Outer Carton-Overprinting _ - NQ NG [ NB ENA NA b wA \
7. | Inner Carton Serialization . v \/ - K \ |
8 Cracked/half tablet/Broken tablets _
© | edges. = = = = -
9. | Missing Leaflet - - = ~ = -
10 Blister Overprinting / Smudging ; i
" | Embossing e R N w w -
11. | Missing units/Extra units - - - = = ~ =2
12.- | Broken/chipping/ molted Tablets 5 - - e - = \ A&p
¥
13. | Spot/ Powder In Blister / Tablets. = " = e " = NA
14. | sticking / Picking ‘ - - - - - - 5 )
15 Sealing/foil/ pinhole/ forming _
| 77 | defects N = - ~ =
16 Blister /Wrinkles / Improper _
""" | Knurling/ Torn pocket - = - - -
Foreign Product/Foreign/ \
- 1. o i e - - “
extraneous Material = ~ &
18 Wrong appearance/different shape ~
7" [ pf tablets/blister B = = - - :
19. | Colour of tablets — N N Ress — \
20. | ** Other defect = | o = . - _ \
- 21. | Total Defects . - - - _ = : \
| 22. | Total replaced Units AW | Np | NB N A 1 NA \
oy | Shipper weight of each shipper after : . |
o inSpcc'tion-(kilﬁg(ram/g'fam)' 20496 2)-0a0 |2 06 26960 120-996 940 |
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00
/f’{‘:_:) f-10 249




"5'-'-'4:'1,:_,;155’ Authorized By (QA Head\_‘

% | Sign & Date: & 1y
. MASTER FORMAT _
IMCHEM PVT, LTD. %
e i Title ACK $TOCK INSPECTION CHECKLIST -EXPORT
- TUEM INDUSTRIATL ESTATE, -—
S Ref. Doc. No. | QA48 - | PpageNo. 3652
CENDIA.
[ pone B | e\ ] ebel {snehal \
B i o SSCial PG ML G
‘ &1 © o8 A& @ = s i
: ; Qe e PURS~ YA oy e
I Checked B) js.lc- 24 .\g‘\o '\5_\01 ‘5_10-7"1 S -\e 2 ‘6'\511 _%; L2k
*(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
Total shippers packed in | ! Total shippers checked in batch
; Batch S¥ Full 4 o) Locse | o6
To tity pa ' b3 Stock carried out
 Total Quantity packed se41 % 25 x 207 | % of Pack Stock carried out on -
batch :
Defect Observed
! ** [f any Other defect observed ' ~
| Nature Of Defect Observed ( Critical, Major; Minor)
| Action Plan For Defect
i NA
Corrective Action And Preventive Action ( CAPA) -
( If Applicable For Details Enter CAPA Number) NA
Decision For Further Pack Stock Inspection o
Total Replaced Unit Blister/Carton/Shipper
NA
; . o
Certified By J’ {6to2™ Rechecked By: ’E?b w ™™ Approved By: ;/glfkom :
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive) '
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00 :
@;‘) R



