Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484102

| **Manufacturing Batch number:NA

importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/20

Quantity released: 5848X25X20's

Marketing Authorization Number: N013745/01 (Product Registration No.)

Name and address of

Cipla Ltd., Peninsula Business Park

Marketing Authorization | Lower Parei, Mumbai, india

Holder:

Strength / Potency :
Senna extract equivalent to 13.5 mg of Sennosides
A &B as Calcium Salts.

Dosage form :Uncoated Tabiets

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 | Simchem Pvt.Ltd.
Manufacturing site /| Plot No. 60-65,
Packaging site / Testing | Tuem Industrial Estate,

site Tuem Pernem,
Goa-403512
India

Manufacturing : GO/DRUGSI/576/L

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

Results of analysis : Certificate of analysis attached

Comments/remarks T -

*Packing lot/ batch number should be mentioned.
*Write NA if not applicable :
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Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

GenE;rio Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484102

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
(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

: Jyoti Shetye.
Head Quality.

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

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of person
authorizing the hatch %@
release
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Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTUDOHKAT AHAJTHM3A

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

IMpoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484102

Batch Quantity / G6bem cepun:  5848packs / ynakosox

AR No / Apaantuyeckuii oruer Ne : ARF/188/2024 | Date of Analysis / Jata apanuza: 15.10.2024

Date of Mfg / Jlata npoussoacrea:  10/2024 Date of Expiry / I'onen jo: 09/2027

Analysis performed according ND / Auaans nposenér no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 or 09.07.2024

No

Test / [TokazaTens

Result / PesyabTaThl Specification / Hopma

| Description / Onucanue 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. / [Lnockue kpyrisie TaGIETKH CO
CKOIIEHHEIMH KPaAMH 0T KOPHIHEBOI0 10 TEMHOs
KOPUYIHEBOTO LBeTa ¢ BKparureHuami. Ha onnoit
cTopoHe TadiieTky BelaaeneHo cioso «CIPLAy, Ha
IpyToit - THHUS pa3ioMa.

2 Identification / ITomanHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpamBaHie AMMHA4YHOTO PAcTBOpa B KpACHbIH
AHTPaXWHOHOBBIE ITTHKO3U/IbI ’ .y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTBYET chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAepKHBaHWS OCHOBHOTO MHKa HA XpOMaTorpamMme
HCIBITYEMOT0 PacTBOpa JOMKHO COOTBETCTBOBATH
BPEMEHM YAePH MBAHKUS OCHOBHOIO MKKa Ha
XpoMarorpaMMe CTaHAAPTHOIO pacTBopa
MeTHIAnaparuapoxkcudensoara (pasaen
«MeTnnnaparuipoKkcudoeH3oar).

3 | Average weight / Cpennsis
macca

191.06mg / 191,06mr 189.99 mg +£7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNMpumevanue: Mpoaykr cooTeetcTeyeT Tpebosanuam HI | 3akntoyerne: OOOEPEHO

Checked by QC In-Charge / e

HokymeHT nposepeH OKK:

o Approved by QA In-Charge / =
' JokymeHT ogobpeH OOK: /

Date / e
[ara:

202y

I

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-635, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHATHU3A

-

- - Page20f 4/ Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJNIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne: 484102 ‘ Baich Quantity / O6wem cepan: = 5848packs / ymakoBok
" |AR No / Anaaurnueckuii oraer Ne : ARF/188/2024 Date of Analysis / ata anaansa: 15.10.2024
Date of Mfg / lata npoussoacrea:  10/2024 Date of Expiry /T'oaen no: 09/2027

Analysis performed according ND / Ananus nposeaén mo H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 o7 09.07.2024

No Result / Pesyabtatst Specification / Hopma

Test / [Toka3zaTens

4 | Uniformity of weight / Complies / CooteercTBYET 18/20 tablets NMT = 7.5 %/ 18/20 re Gomee = 7,5
OaHOPOXHOCTSE 110 Macce %
? 2/20 tablets NMT +15% / 2/20 ue 6onee = 15%
5 | Loss on drying / [Toreps B 2.1% NMT 6.0 % / He Goiee 6,0 %
Macce MpU BbICYIIHBAHUU '
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
Pactopenne He menee 70 % (Q) cenHo3unos uepes 120 Mux
7 | Uniformity of Dosage units / AV=55 The acceptability index forn=10 AV <L1.
OHOPOIHOCTh JO3HPOBAHMHS 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.

[MTokazaTens npuemiemoctd 1ug n=10 AV < L1.

B cnydae, ecnd 3Hadenne AV npesbiaer L1,
NPOBOJAT HCMbITaHKE Ha cneaytonux 20 obpasuax.
s n=30 AV <L1. Bce 3HaueHust Xi JOIKHbI
YIOBNETBOPATEH HEPABEHCTBY:

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

LI = 18012 =2590.

8 | Assay (Spectrophotometry) ‘ From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTsenHoe onpenenenue 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexktpodoToMeTpHA) Ot 12,15 po 15,53 mr (o1 90,0 no 115,0 %)

14,08MF/’1‘86 CCHHO3HOOB B IIEPECYETE HA CEHHO3MI B s OJIHO¥
TabneTKe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Mpoaykr cooTeeTcTayeT Tpebosanusam HA | 3akntoyenue: OJOEPEHO
Checked by QC In-Charge / s o Approved by QA In-Charge / -2l
HokymeHT nposepeH OKK: 5?2{__ = HokymeHT ogobpeH OOK: @/
T e DT oo aos

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
& CEPTHOUKAT AHAJIHM3A

Page3of4/Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne: 484102

Batch Quantity / O6bem cepuu:.

5848packs / ynakesox

" |AR No / AHajiETHYecKHIt oT4eT No @

ARF/188/2024 | Date of Analysis / TaTa anaausa:

15.10.2024

Date of Mfg / lata npowssoacrea:  10/2024

Date of Expiry / I'oaen go:

09/2027

Analysis performed according ND / Ananns nposenén mo H/I: T N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N913745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / Pe3yibTaThl

Test / Moka3zaTennb

Specification / Hopma

G | Content of Methyl
parahydroxybenzoate(HPLC)/
Coaepaxanue
MEeTHIIMaparupokcHden3oara
(BDXX)

0.043mg/tab

0,043mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.

10 | MICROBIAL LIMIT TEST/ Mukpoouonorudeckast YHCTOTa

10a) | Total Aerobic microbial count /

Ob1ee uucso a3pobHbIX 10
MUKPOOPTaHH3IMOB

Not more than 10* ¢fi/ g / He Goree 10* /v

10b) | Total combined yeast and mould
count / O0wee 9nciIo
TIIIECHEBBIX W APOMKIKEBBIX

rpudoB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Veroituusbsie K
JIEMCTBHIO Kenuu

rpaMOTpHULIATETbHbIE GaKTepu

Absent /OTcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OrcyrctBue B 1 r

10e) | Escherichia coli

Absent /OTcyteTBytoT

Absent in 1 g/ OtcytcTBUe B 1 1

100 | Salmonella

Absent / OtcyTcTBYIOT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/f
lMpumeyvanue: MNpoayKT cooTeeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
2aknwuyenue: OJOBPEHO

Checked by QC In-Charge / /"1 -~

Approved by QA In-Charge / % iJ}.\f—‘

[okymeHT nposepeH OKK: i NokymeHT ogobper OOK:
'[Dl::.:l |G 10201y E:_trz,/ 619 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

-

CEPTHOHMKAT AHAJIH3A

~ Pagedofd/Crp.4us4d

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus No: 484102

‘Batch Quantity / O0nem cepun:

5846packs / ynaropox

" |AR No / Ananurnuecckuii orser Ne: ARF/188/2024Date of Analysis / [laTa ananuza:

15.10.2024

Date of Mfeg / Jlara npoussoacrsa:  10/2024

Date of Expiry / T'onen n0:

09/2027

Analysis performed according ND / Auanus nposexén no HJI: IT N013745/01-180522, amend No. 1 dated
09.67.2024 / I N013745/61-180522, uizm. Ne 1 o1 09.07.2024

Ne Result / PesynbTaThi

Test / MokazaTenb

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GnucTep 3 MNeHKH

(MomMITHIIEHOBO/

10 MPUMEHCHHIO.

Package / Ymakoska - 20 tablets

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

[TOJIM BUHMITXJIOPHIHO

TIOJUBHHAIICHXIOPHAHOM) 1
amoMuHueBoit Goabru, no 25
ONMHCTEPOB B KAPTOHHYIO MAUuKy
C BIIOMKEHHEM 25 HHCTPYKUUit

Package / Ymakoska - 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 OaMcTep U3 TIeHKU Tpexcenoitnoil
(MIBX/TI/TIBX) 1 amovuuuesoii ¢onsru. [1o 2
wii 3 Gaucrepa BMeCTe ¢ HHCTpYKLUMeH 1o
HOpHMEHEeHHIO B kapToHHYIo nadky. [To 20 tabnerok
B GJIMCTEP M3 MISHKH MOJHBHHUIXJIOPHAHOMH
(ToMMATHNEHOBOI / MONWBHHWIAEHXIOPH/IHOI) U
amoMuHueBoM Gonbry, no 25 6aucTepoB B
KapTOHHYIO TTAYKY C BIOKEHUEM 25 UHCTPYKUMit TI0
OPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B coorsetcTeun ¢ HJ[

13 Storage conditions / Yciorus

XpaHeHus Bolue 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT cooTeeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwuenune: O0OBPEHO

Checked by QC In-Charge / £ s
[okymeHT npoeepeH OKK: o

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Ta. \

Date /

Nata. 6\o . 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




Authorized By (QA Head) |
| Sign & Date: G- o2t

_ MASTER FORMAT
SIMCHEM PNT.LTD. | _ ke
PLOT No. 60.65, Titte PACK STOCK INSPECTION CHECKELIST -EXPORT

TUEM INDUSTRIAL ESTATE,
TUEM ,PERNEM, =
GOA - 403512, Ref. Doc. No. | QA48 s _ Page No. 1of2
INDIA. - 2
Previous Product Name: _ Senade Tabled Previous Batch No. LR 41 o} LineNo.: T
 Product Name: _ Senade  Tablet Lo B B STc,00c KgS |
*E‘XP@R’F/{__»()CAL: guss2se(2e Batch No. =~ 4841 02 Balch sizer 3coe soe WaS
Mfg. Date: 1©[2014 Exp. Date: DQZ'J_G iyl Date of inspection: from &7 |w.24  to 011024
Keys: V= complies/OK NA = NotApphmblé.
- =No defects are cbserved X=Does not comply
[ sr.. | S _ SHIPPER NUMBER
No. | ol 16 12 Tay O3 159 A
1. | Shipper Top / Bottom Taping TN v P | ae nee® [ gt TN '
2. | Shipper Overprinting / Labeling — Sppian o A i, O \ ‘
3.. | Packer Name Diche Bhatdi Prodnu Protisd fachmin Kochosa] :
4. | ShippecFill Value |00 ¥26Y20'S | - S A A RN L o* ] \F(aR x 25 k2o |
5. | Bundling Quality / Pouch Quality NA [0 S I N W N NS NA N
| 6. | Outer Carton-Overprinting. N B NI TR NA \ K
7. | Inner Carion Serialization re N e = ~ > \
g | ‘Cracked/half tablet/Broken tablets | i
© | edges. = - - & - -
19, | Missing Leaflet - E £ = - \ : :
10, | Blister Overprinting / Smudging ‘ &
" | Embossing sl S — g Pl | '
11. | Missing units/Extra units 3 - - — - i = = : \ ,
12.- | Broken/chipping/ molted Tablets - - - - & - e
\ Ao
13. | Spot/ Powder In Blister / Tablets. | - - - _ 1 T = A B
| 14. | sticking / Picking = e e = - = L 3§
15 Sealing/foil/ pinhole/ forming | -
77 | defects - = = = R | =
16 Blister /Wrinkles / Improper
" | Knurling/Torn pocket % - - F - _ =
17 | Foreign Product/Foreign/ '
"7 | extraneous Material - R = - B -
18 Wrong appearance/different shape
~7 | of tablets/blister |l - — - B
19. | Colour of tablets N A N N ~ v :
20. | ** Other defect - - - = _ \
- 21. | Total Defects. S e P owe o ol - ' \
| 22. | Total replaced Units | W CEES:- RN WA ' NA \
23 Shipper weight of each shipper after | _ : !
- inspection (kilogram/gram) 21610 20850 |20 el se 216l [ 1Ss
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00
!
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Authorized By (QA Head)

- Sign & Date: & P
‘ ‘ MASTER FORMAT L2
[ SIMCHEM PVT, LTD. o . il it el
?:LOFII'N(,‘-GQ.(;S; Tiiie PACK STOCK INSEECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
M , PERNEM,
vl ey Ref. Doc. No. | QA/048 Puge No. 2062
SNDIA.
£ T T 0]
Done By ch?(,\ EQO\ " é?&\ nech\\\ o & \\ A
& e © 2 e € e o[ R E=2 '
Checked By o el g\o, 14 é\»\““f\ ﬂ.\c_..& %\cﬁ, v Rt Q_‘_m_%\

*(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

(Packing Officer)

(QA Officer)

Total shippers packed in | Total shippers checked in batch
Batch 'S¢ Fullt o) LecSe | _ o
' Total Quantity packed ’ 5247 w 1S X207 % of Pack Stock carried out on la /.
batch
Defect Observed - s
** If any Other defect observed 4
- | Nature Of Defect Observed ( Critical, Major, Minor) B
" Action Pl Defect
Action Plan For Defec N
Corrective Action And Preventive Action ( CAPA) »
(If Applicable For Details Enter CAPA Number) N
Decision For Further Pack Stock Inspection NP
| Total Replaced Unit B‘l‘ister/Cartdn/Shipper :
NG
N WYY L e B o - - (et
Certifted By: —1V_ o7 lo1.4 Rechiecked By: 12/02-10-24 Approved By: & —%8%ic24

{Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

@
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