Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484076

| **Manufacturing Batch number:HA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/10

Quantity released: 5841X25X20’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 :08/2024

Expiry date :07/2027

**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 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 :484076

Certification statement

1 : 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
(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 batch
release

: Puja Kashalkar.

Quality Assurance Executive
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512

india

Signature of person
authorizing the batch
release

gt

Date of signature

03-09- 2024
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTUOHUKAT AHAJIU3A

Page 1 of4/Crp. 1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484076

Batch Quantity / O0ben cepuu:

5841packs / ynaxkoBox

AR'No / AnaauTingecknii oruer Ne : ARF/154/2024Date of Analysis / lata anaanza: 02.09.2024

08/2024

Date of Mfg / lata npoussojcrna:

Date of Expiry /T'oen go:

07/2027

Analysis performed according ND / Ananns nposexén no HJI[: TT N013745/31-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3am. No 1 o1 09.07.2024

Test / [Toka3zaTelb

Ne Result / PesyabTaThl

Specification / Hopma

| | Description / Onucanme

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 kpyrislie TabaeTku co
CKOLIEHHBIMHI KPasiM# OT KOPHIHEBOrO 0 TEMHO-
KOPHYHEBOTO [1BETA C BKpamieHusMu. Ha onHoit
cropose Tabnetkn Beizasneno cnoso «CIPLA», ra
IpYIro# - JINHUSA pa3jioMa.

2 Identification / IlommHHHOCTL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpamBanie aMMHA4HOTO PacTBOpa B KPacHbIii
AHTPaXHHOHOBBIE TIIHKO3HIbI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MeTunnaparuapokcubeH30atT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHUA OCHOBHOTO MHMKA HA XpOMarorpamme
HCTILITYEMOro PacTBOpa JNOIKHO COOTBETCTBOBATh
BPEMEHH YIEPHKHBAHHA OCHOBHOTO IHKA Ha
XpoMaTorpamMmMe CTaHAapTHOIO pacTBopa
MeTunnaparuapokcubensoata (paszien
«MeTtwinaparuapokcubenzoar).

Average weight / Cpenuss
Maccea

L)

187.87mg / 187,87mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooreeTcTByeT TpeboBaHuam HJl

Conclusion : APPROVED /
3aknrovenue: OOBPEHO

Checked by QC In-Charge / c%’{/c)

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobper OOK:

et

Date /

feras 02 © ety

Date /

fata: 03.09-2024

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

CEPTUDOUKAT AHAJIM3A

Page2 of4/Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne ;

484076

Batch Quantity / O0bem cepuu:

5841packs / ynakosox

‘AR No / Anaantrueckuii otuer Ne : ARF/154/2024

Date of Analysis / Jara anannza;  02.09.2024

Date of Mfg / lata npouzsoacrsa:

08/2024

Date of Expiry / I'onen go:

07/2027

Analysis performed according ND / Ananu3s nposenéu nio HJ: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / IloxazaTennb

Result / PesyabTaThi

Specification / Hopma

4 | Uniformity of weight /
OzHOPOIHOCTE TI0 Macce

Complies / CootBercTByeT

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

2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

5 | Loss on drying / [ToTeps B 2.5% NMT 6.0 % / He 6oxee 6,0 %
Macce TIPU BEICYIIHBAHHH
6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteoperue He menee 70 % (Q) cenroszuaos uepes 120 MuH
7 | Uniformity of Dosage units / AV =56 The acceptability index forn= 10 AV <L1.

OnHOPOIHOCT JO3UPOBAHHA

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <LI1. All values of xi must satisfy the
inequality:

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

L1 =15.0; 1.2=25.0.

IMokasarens npuemnemMoctd aas n=10 AV <L1.

B cnyuae, eciu 3Hadende AV npessiinaer L1,
MPOBOJAT HCIbITaHKe Ha crexyromux 20 obpasnax.
I n=30 AV <L1. Bce 3Ha4eHns Xi J0KHEI
YJOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuvecTBeHHOE oOmpeleneHue
(CnexrpodoTomeTpus)

14,10Mm1/Tab

14.10mg/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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3H/IOB B NepecyeTe Ha CeHHO3MA B B 0HOI .
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr coorseTcTayeT Tpebosanusm HI

Conclusion : APPROVED /
3aknwyeHue: ONOBPEHO

Checked by QC In-Charge / r
[okymeHT nposepeH OKK: Qagi/-‘”

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

/@,ﬂ:ﬂp
/”’”_

Date /
Darta:

02 ﬁ!‘l.e)l.(,f

Date /

Jara: 03 .0q 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

x CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIN3A
= Page3of4/Ctp.3 34
Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepusn Ne: 484076 ] Batch Quantity / O6sem cepun:  5841packs / ynakosox
AR No / AsanuTuuecknii otuer Ne : ARF/154/2024|Date of Analysis / Iata ananusa: 02.09.2024
Date of Mfo / Jlata nponssoacrsa:  08/2024 Date of Expiry / Togen go: 07/2027

Analysis performed according ND / Ananus nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesynbTatThl Specification / Hopma

Test / [lokazaTelib

9 | Content of Methyl 0.04 Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuanaparuApokcubensoara 0,041mr/126
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 44cToTa

102) | Total Aerobic microbial count /
Obmee yMcno a’podHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPraHu3MoOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count/ OGuuee vuco <10
TJIECHEBBIX M JIPOIKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 10?/ g / He Gonee 107 /r
bacteria/ Ycroitunseie k
JAEHCTBHIO KETUH
rpamMoTpHuLaTebHbIE OaKTepHn

10 d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OrcyrctBue B I T
10¢) | Escherichia coli Absent /OTCcyTCTBYIOT Absentin 1 g/ Orcyrcreue B8 1 1
101) | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g /OtcyrcTee B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT coorsercTeyeT Tpebosaruam HL | 3aknwueuue: OOOEPEHO

Checked by QC In-Charge / . Approved by QA In-Charge / WP
[okymeHT npoBepeH OKK: eﬁ—bﬁ HokymeHT ogo6peH OOK: (ST
Date / Date /

Dara:  ©2-—1. >0 Nata: 03%:09.2074

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

N CEPTHGHUKAT AHAJIM3A

Page4 of 4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAAE®, TABJETKH 13,5 mr

Batch No / Cepns Ne: 484076

‘| Batch Quantity / O6nem cepun:

5841packs / ynakosox

AR No / Anannrugeckuii oraer Ne 1 ARF/154/2024 | Date of Analysis / {ata apanusza: 02.09.2024

08/2024

Date of Mfo / iara npou3soacraa:

Date of Expiry / Iogen no:

07/2027

Analysis performed according ND / Ananus nposezén no H: TT N013745/01-186522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3nmi. Ne 1 ot 09.07.2024

Ne Result / Pesyabrarhi

Test / [ToxazaTens

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

6HHCTEP U3 TJIEHKH

(nonuaTHREHOBO/

0o NpUMEHEHUO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leafiets in
a carton. / ITo 20 TaGneTok B

MOJUBHHUIXTOPHIHOMH

MOJMBHHUIIACHXIIOPHIHOMN) 1
anfoMHHHEBOH (ponbru, no 25
6IMCTEpPOB B KAPTOHHYIO MayKy
C BNOMEHHEM 25 WHCTPYKLMIA

Package / Vnaxoeka - 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
TabneTox B GiMCTEP M3 MNEHKN TPEXCAOMHOM
(IIBX/MI2/MBIAX) u amomunwesot ¢onsra. Io 2
Hu 3 6aucTepa BMECTE C HHCTPYKIIHEFH 10
NPHUMEHEHUIO B KAPTOHHYIO nauky. [1o 20 Tabnetok
B OnMcTep M3 MIEHKH NONHBHHHIXIOPHIHOH
(mosmMaTHIEHOBOT / MOAUBHHIIIACHXIOPUAHOM) 1
amoMuHneBoi ¢onbru, mo 25 61ucTepos B
KapTOHHYIO MAYKy C BIOXKEHHEM 25 MHCTPYKLUMIA Mo
MPUMEHEHHIO,

12 Labeling / Mapkupogka According to ND /

B cooteetctBun ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHust Bhiwwe 25 °C.

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

14 Shelf life / Cpox rogrocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akntoveHune: OQOBPEHO

Checked by QC In-Charge /
[NokymeHT nposeper OKK: ’f"ﬁ;{-"'}) :

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

foyeet,

Date /

Oara: 91. 2. 2oty

Date /
DaTa:

03092014

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: % }é“h 09 oY

"SIMCHEM PV, LTD.

*EXrORT/LQCAL BLH55250] o

Mifg. Date: 05p024

Exp. Date:_071[2027]

Bateh Ho.

= 484076

PLOT No. 60-65, Title ACK STOCK INSPECTION CHECKLIST EXPORT
- TUEM INDUSTRIAL ESTATE, - :
TUEM , PERNEM, ' ; ,
"GOA - 403512, Ref. Doc. No. | QA/048 Page No. 1-0f2
INDIA. :
| Previous Product Name: _ S€nqde “Tablt  Previous Batch No, 481075 LineNo.: 1T T
| Product Name: eendde  Tablé4 570,000KgS

Bielr size: 3000000 VOS5 |
Date of inspection: from 240824 (o 2698 -24

- Keys:

= complies/OK

- = No defects are observed

NA = Not Applicable
X=Does not comply

) | ; - SHIPPER NUMBER
, DEFECTS -
No. S ot | 123 [36 [ 43S [sa
1. | Shipper Top / Bottom Taping ol v F o N g 2] a” b\
2. | Shipper Overprinting / Labeling _ L oai el ot e 1Lk \
3. | Packer Name e Lt Joreinel e [ cone [Sonal ||
14, | ShipperFilt Value (jvo425%2d3) | v 1.~ o ~ v FyeT | % (g xasx2ds)
{ 5. | Bundling Quality / Pouch Quality NA A Na | NG NA N f O\
6. | Quter Carton-Overprinting R i NG NG ne fwe |\ }
[ 7. | Inner Caiton Serialization v= a1 ar b vl WY A F
g | Cracked/half tablet/Broken tablets ‘ ; :
" | edges. - - - = -~ - 1
' 9. | Missing Leaflet - . = e __ =
o | Blister Overprinting / Smudging ‘
3 Embossing il sl - il R
11. | Missing units/Extra units - - = - - - \
- 12.- | Broken/chipping/ molted Tablets - - s 5 = \
13. | Spot/ Powder In Blister/ Tailets. | - a e . e i . L
-14. | sticking / Picking. - - — - - 5 \
- Se;al‘mg/r’mtf pinhole/ forming } B ) ] B N ‘
| defects - %) o314
16. ‘Blister /Wrinkles / Improper ) B '
" | Knurling/ Torn pocket = ' = d - -
17 Foreign Product/Foreign/
" [ extraneous Materiai - - - - N = i
15, | Wrong appe.arance/’different shape _ - B ~ ) {
of tablets/blister B ’L
19. | Colour of tablets — o Vo S N 2 |
20. | **Other defect - - _ = - - \
' 21.. | Total Defects. ; o . 3 } - ~ B
- 22. | Total replaced Units - NA NO e | Ne NG | NA \
59 b Shipper. welght of each shipper after .
LD
| ingpection (kl!ooram/gmn) bl.ate 126880 208S6] 528 [21 -0 |4 360

Confidential Document

Restricted circulation

22:08-24

FORMAT NO.: FMQA048-02-00
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MASTER FORMAT

Authorized By (QA Head)

| Sign & Date: QAT <, 29>

IMCHE VT‘LTD = = : e AN
3 (;:wj“f[ NP; gy Title ‘PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, :
i TUEM , PERNEM, pe
GOA — 403512, : Ref, Doc. No. | QA/048 Pag_e No. 20f2
INDIA.
Done By anehal Snen a(( Snenal |Snehd | She hal Saskal o
e gl U & |2 [ & e & ] VHE
' Checked By (04,0824 |2 408‘2‘1 14082494 o914 |1 6 0D 24 gyl 24 o%p ‘
*(For export mention the export order no.)

FINALINSPECTION CHECKLIST:

Total shippers packed in 5 : | Total shippers checked in batch
: Batch S Foullt el Loete ‘. o6
L F 1 clk ; o Qtack earrt
Total Quantity packed SQUIKLS YelS % of Pack Stock carried out on 1o,
batch
Defect Observed - _
*# If any Other defect observed e
| [ Nature Of Defect Observed ( Critical, Major, Minor).
" Action Plan For Defect
ction Plan For Defec NA
Ceorrective Action And Preventive Action ( CAPA) :
If Applicable For Details Enter CAPA Number) ND .
Decision For Further Pack Stock Inspection af
| Total Replaced Unit Blister/Carton/Shipper
NP
Certified By: _ E 268824 Rechecked By: —@ qé-Oqﬁ"w Approved By: gc’}»/é o8- (LM
(Packing Officer) (QA Officer) ' (Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

92.03-24

FORMAT NO.: FMQA048-02-00



