Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484092

| **Manufacturing Batch number:NA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/10

Quantity released: 5849X25X20'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 Salts.

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 (Peliets / 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 — 402512

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 13.5ma

Brand Name :Senade

*Lot / Packing Batch number :484092

Certification 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

Cwithout 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 | %
release

Date of signature b 02102024
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Cipla

CERTIFICATE OF ANALYSIS

~

CEPTHOUKAT AHAJIN3A
) Page1of4/Crp.1u34
Product: SENADE TABLETS 13,5 mg [poaykr: CEHAE®, TABJIETKH 13,5 mr
Batch No / Cepna Ne: 484092 Batch Quantity / OGsem cepun:  5849packs / ynakesor
AR No / AnannTrdecknii oruer Ne : ARF/176/2024|Date of Analysis / laTa ananusa: 01.10.2024
Date of Mfg / Jlara npoussoacrea:  09/2024 Date of Expiry / I'cen fo: 08/2027

Analysis performed according ND / Ananns nposeaén mo HJ/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 or 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / [TokazaTeib

1 | Description / Onucanue Complies / CooTBeTcTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue KpyTible TAOAETKH CO
CKOIUEHHBIMH KpPasiMM OT KOPHYHEBOTO JI0 TEMHO- °
KOPHYHEBOTO 1BETA C BKparuieHuaAMH. Ha oqHOH
cropote TabneTku BoraasneHo cnoso «CIPLA», na
OpYTOH - NTMHKMA pa3ioMa.

2 | Identification / I1oAIMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpalluBaHie aMMHUayHOro pacTBopa B KpacHbIH
AHTpaxMHOHOBbIE NTHKO3HIbI R
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTunnaparuapokcubeH30aT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VIEPXKUBAHWs OCHOBHOTO NMHKA HAa XpoMaTorpaMmme
HCIBITYEMOT0 pacTBOpa A0JNKHO COOTBETCTBOBATh
BpeMeHH YAEPIKHBAHHI OCHOBHOIO IMTHKA Ha
XpoMarorpamMme CTaHIapTHOIO pacTBOpa
MeTHanaparnapokcubensoara (pasaen
«MeTunnaparuapoxcubenzoar).

3 | Average weight / Cpennss 188.95mg / 188,95mr 189.99 mg +£7.5% / 189,99 mr +7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykr cooTBeTcTayeT Tpebosanuam HL | 3aknioyenue: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge/ _ ;4
JokymeHT nposepeH OKK: %w HokymeHT ogobpen OOK: Ad &
Date / i s Date / .
[arta: @i - Narta: 02 102024

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

-

CEPTHDOUKAT AHAJTHU3A
- Page 2 of 4 / Ctp. 2 uz 4
Product: SENADE TABLETS 13,5 mg Iipoaykr: CEHA,I[_E@, TABJIETKH 13,5 mr
Batch No / Cepus Ne : 484092 ' Batch Quantity / O6bem cepun:  5849packs / ynakeBok
AR No / Auaautnuecknii oruer Ne : ARF/176/2024 |Date of Analysis / laTa anaanza: 01.10.2024
Date of Mfo / lara npoussoacrsa:  09/2024 Date of Expiry / Tonen go: 08/2027

Analysis performed according ND / Anaaus nposeaén no H/I: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

No Result / PesynibTaThbl Specification / Hopma

Test / NokaszaTenn

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 He Gonee + 7,5
OAHOPOAHOCTH MO Macce %
) 2/20 tablets NMT =15% / 2/20 ne 6onee = 15%
5 | Loss ondrying / [Toteps B 2.6% NMT 6.0 % / He 6osniee 6,0 %
Macce MpU BbICYLUTHBAHHH ;
6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cenno3unos yepes 120 MuH
7 | Uniformity of Dosage units / AV=538 The acceptability index forn=10 AV <L1.
OAHOPOAHOCT A03HPOBAHHs 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.

[Mokasarens npuemaemoctu aia n=10 AV < L1.

B cnyuae, ecnu 3Hauenue AV npesbiiuaer L1,
NPOBOJAT HCMbITAHHE Ha caeaytomux 20 obpasuax.
Jina n=30 AV < LI. Bce 3HaueHus Xi N0JKHbI
YIOBJIETBOPATE 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
KonnyectBeHHoe onpeaencHue 14.04mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpus) Ot 12,15 1o 15,53 mr (o1 90,0 1o 115,0 %)

14,04mr/Tab CEeHHO3M/IOB B MepecyeTe Ha ceHHo3uA B B otHOI
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooteeTcTByeT TpeSosanusam HL | 3aknioyenue: ONOEPEHO

Checked by QC In-Charge / %L—t”} Approved by QA In-Charge /

JokymeHT nposeper OKK: [okymeHT ogobper OOK: %’

Date / ) Date /

flara: gpletmae= [ara: 02 0202y

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

-

CEPTUOHUKAT AHAJIM3A

Cipla

Page3 of 4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484092

Batch Quantity / O6nem cepun:  584%packs / ynakosok

‘AR No / Anaanrrueckuii oruer Ne : ARF/176/2024

Date of Analysis / lata ananuza: 01.10.2024

Date of Mfg / Hara npoussoacrea:  09/2024 Date of Expiry / Togen no: 08/2027

Analysis performed according ND / Ananus nposeaén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTathl Specification / Hopma
Test / Tlokasatens
9 Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 go 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
CopnepixaHue
MeTUnnaparuapokcubeHsoara 0,040Mr/Ta6
(BOXX) i

10 | MICROBIAL LIMIT TEST/ Mukpofuonoruyeckas 4McToTa

10a) | Total Aerobic microbial count /
Oo1iee yucno aspoOHbIX
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / OGmee 4HcI0

Not more than 10° cfu/ g /He 6onee 107 /r

<10
TUIECHEBBIX W JIPOIIKEBbBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcytcTBytOT Not more than 107/ g / He Gosee 107 /r
bacteria/ Ycroituussie k
NEACTBHIO JKen4u
rpaMoTpuuaTebHble DaKkTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTRYIOT Absentin 1 g/ Orcyrctaue B | ¢
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OrcytetBue s | r
100 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g /Orcyrctene B8 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykr cooteercrayeTt Tpebosanuam HO | 3aknioyeHume: OQOBPEHO

Checked by QC In-Charge / ‘Zle{”—o
HokymeHT npoBepeH OKK:

Approved by QA In-Charge / 3
OokymeHnT ogobpen OOK: @5

Date /

o e
Oara: = i

Date /
Hara:

02 10202y

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.

At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem

FMQC003-15-09

Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
& CEPTHOUKAT AHAJIM3A

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

‘|Batch No / Cepust No 3 484062

Batch Quantity / O6nem cepuu:

5849packs / ynaxkosor

AR No / Asanarugeckuii oruer Ne : ARF/176/2024 |Date of Analysis / lara anamusa: 01.10.2024

09/2024

Date of Mfg / {aTa npoussocTaa:

Date of Expiry / Fogen no:

08/2027

Analysis performed according ND / Anaaun3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PeayabTaTh!

Test / IToxa3aTe/ib

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep M3 MIIEHKH

(nMoOMHATHIEHOBOH/

o NpUMEHEHHIO.

Package / Vmakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'To 20 tabneTok B

NOJXHBHHIIXJIOPHAHOM

NOJHBHHUNAEHXTOPHIHOMN) W
amoMuHUeBoH (Gonbru, no 25
GIUCTEPOR B KAPTOHHYIO MAuKy
¢ BIIOJKEHUEM 25 MHCTPYKLHI

Package / Ynaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with *
25 patient information leaflets in a carton. / ITo 20
TabneTok B GIMCTEP M3 NNEHKH TPEXCNOWHON
(IBX/TIDMIBAX) u amomuuueBoil gonsri. 1o 2
wiu 3 6iucTepa BMeCTe ¢ HHCTPYKUMEH Mo
NpUMEHEHHO B KapToHHY!0 nauky. [To 20 tabnertok
B GucTep U3 MIEHKH NOJHBHHUIXIOPUIHOM
(MOMMATHIEHOBOH / MONUBHHHIAEHXJIOPHIHOI) U
anoMUHHeBOIT Gonbry, o 25 6aucTepos B
KapTOHHYIO MAYKy C BIOXKEHUEM 25 MHCTPYKLUHii Mo
TNPHUMCHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cooTsetcTBru ¢ H]J

13 Storage conditions / YcnoBus

XpaHeHus Bbime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMIepatype He

14 Shelf life / Cpok romHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanne: Mpoaykr cooteeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwuexue: OOJOBPEHO

Checked by QC In-Charge / @9}

HokymeHT nposepeH OKK:

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

B

Date /

[ara: QLo 01\

Date /
[ara:

O2.0{0 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: 9315~

SIMCHEM PXT. LTD.
PLOT No. 60-65, Title

ACK STOCK INSPECTION CHECKLIST -EXPORT

- TUEM INDUSTRIAL ESTATE,
: TUEM ,PERNEM, b o
GOA'—4{33512, 1 Re{- DOC—: N-Os : Qru
INBIA.

/048 ) _ Page No.

1o0f2

Previous Batch No. 42 409)

Preuous Product Name: Senade Takhlehb
Product Name: Senode  Table L

" 3
*EXPORT/LOCAL: gqScace/to

Mfe. Date: o [2024  Exp. Date: &3,201“

Batchi No. 4 84092

Date of inspection: from 23 e 14

Line No. :

L, WU

Batcli size: 3ct o cop Wes
10 2% 09 24

SToc. oo \'(515 ;

Keys: V= complies/OK

- = No defects are observed

\ = Not Applicable
X=Daoes not comply

i) 19692y

Sr..: P ) SHIPPER NUMBER
No. e "ol W@ 34 Jas [ Qé 53 N\
' 1. | Shipper Top / Bottom Taping R R \ W Ty ) :
1 2. | Shipper Overprinting / Labeling - - — " v |- 1 \
3. | Packer Name . Shubhaadishe (Selel (Disha [Sheuti Nilima) \ 3
& | ShipperFilt Value (CleoXasSxadf v [ v (v | © v ¥\ T 4axas xaddl|
5. | Bur.dling Quality / Pouch Quality ND TwB Twa | wf NA [ NA \ :
6. | OuterCarton-Overprinting T NA PN NA NP | WA N A \
7. | Inn-r Carton Serialization 5t rage i . — | v \l
g Cracked/half tablet/Broken tablets ' ‘ '
edges. — = - - - i
9. | Missing Leaflet [ - - = = - - \
' 10. 1 Blister Overprinting / Smudging ' \
" | Embossing \— ~ v v "~ v
11. | Missing units/Extra units - - - - ~ - \
12. | Broken/chipping/ molted Tablets - - R - 5 " \
[3. | Spot/ Powder In Blister / Tablets. - " _ s 5 . \
|-14. | sticking./ Picking = _ e » - - '
< | Sealing/foil/ pinhole/ forming NB
"7 | defects - - . - - - \23l- 214
16 Blister /Wrinkles / Improper
" | Knurling/ Torn pocket - = - - - - \
' - ' Foreign Product/Foreign/ \
" | extraneous Material B - - N - - \
| is Wrong appearance/different shape
" | of tablets/blister - N = = - = -
| | 19. | Colour of tablets ~— ~ ~— ~ g \
20. | ** Other defect b= - 2 - I \
- 21. | Total Defects - = = - - - ' \ |
1 22. | Total replaced Units NG T Wl | Np [ NA | WA 1 g \%
 Fog | Shipper welghi of each shipper after | : ! | _
| inspection: (MIO{;ranngtam) 21 .0%e (21130121 0so 2] 146]21° 026 11 Qe ,
Confidential Document : Restricied circulation FORMAT NO.: FMQA048-02-00



~ Authorized By (QA Heacﬂ :

| Sign & Date: o2
= __ MASTER FORMAT
SIMCHEM PVT. LTD. ] He
EarNCtees ] PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEN INDUSTRIAL ESTATE,
TUEM , PERNEM, .
. GOA-403512, Ref. Doc. No.. | QA/048 Page No. 20f2
| - INDIA. ‘
' : N B bl N\
o ot e ot o @ eefe o ~— 4
S PR [E E € € n[€ |8 R
- Checked by 13_03\.'25- 13.5'\"&‘ l'z).o‘\ﬁ' _')3@\"0\ 'Lf{)..:f‘\"lH 3 oV 3 1Y
*#(For export mention the export order no.) '
FINAL INSPECTION CHECKLIST:
Total shippers packed in | Total shippers checked in batch
: LoeSe
pepackedin | SgFl ol o
Total Quantity packed ' SR4Q X 25 X 268 -% of Pack Stock carried out on (o /.
. batch "

Defect Observed

** If any Other defect observed

Nature Of Defect Observed ( Critical, Ma__iorﬁ,, Minor)

" Action Plan For Defect

WA
Corrective Action And Preventive Action ( CAPA) WA
(I Applicable For Details Enter CAPA Number) Uy
Deeision For Further Pack Stock Inspection Wh
Total Replaced Unit Blist'cr/Caﬂén/Ehipper W
Certified By: 29,29 Rechecked By: N 240924 Approved By: &% 64 M :
{(Packing Officer) {QA Officer) {Quality Assurance Head / Executive) '
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Restricted circulation
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