Cipla Ltd.

BATCH RELEASE CERTIFICATE
{(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484130

| *Manufacturing Batch number:NA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/20

Quantity released: 5844X25X20’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

~
~

Pack-ge size : 25X20’s

Type of Pack : Blister

Mfg. Date :11/2024

Expiry date :10/2027

**Pack before : NA

(Incase of preducts (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 :484130

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

Qwithout 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
address of person

authorizing the
release

batch

: Jyoti Shetye. ¥

Head Quality. o
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,

Tuem Pernem,

Goa - 403512

india

Signature of person

authorizing the
release

batch

ot

Date of signature

P4 clr202-4
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIU3A

Page 1 0f4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / laTa npoussoicrsa:

Batch No / Cepun Ne: 484130 Batch Quantity / Oowsem cepun:  5844packs / ynakoBok
AR No / AnanuTtauecknii oruer Ne : ARF/221/2024|Date of Analysis / lata anaanza:  18.11.2024
11/2024 Date of Expiry / Tonen no: 10/2027

Analysis performed according ND / Anann3s nposeaén no HJ: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/61-180522, n3m. Ne i ot 09.07.2024

Test / INokaszaTens

No Result / PesynbTathl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBetcTBYET

Flat circular tablets from brown to dark-brown with
beveiled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other, / [1nockne kpyrasie TabaeTkH co
CKOLUEHHBIMH KPasMHK OT KOPHYHEBOTO 10 TEMHO-
KOPHUYHEBOTO LiBeTa ¢ BKpanaeHuamu. Ha onHoii
croposne Tabnetku Boraasnero cnobo «CIPLA», na
JPYroit - THHKSA pasiomMa.

2 Identification / [TonAMHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpalHBaHie aMMHAuYHOr0 pacTBOpa B KPACHbIH
AHTPaXHWHOHOBBIE TJIMKO3H/Ibl o
2b) | Methyl Parahydroxybenzoate Complies / Retention timg of the principle peak in the
(HPLC)Y/ CootseTcTBYET chromatogram of the sample solution should
MeTuanaparuapokcubeH3oar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIeprKUBaHUs OCHOBHOTO IMAKA Ha XpoMaTorpamMmme
HCITBITYEMOTO PacTBOPa A0KHO COOTBETCTBOBATD
BpEMEHH YAep)KHBaHHA OCHOBHOIO IMHMKa HA
XpomarorpamMmme CTaHZapTHOroO pacTBopa
MeTunnaparuapokcudeHsoara (pasaen
«MeTunnaparuapokcHOeH30ar).

L)

Average weight / Cpennss
macca

189.71mg / 189,71mr

189.99 mg +7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenune: OQOBPEHO

Checked by QC In-Charge / = I
[lokymeHT nposepeH OKK: %vp/c'

Approved by QA In-Charge /
[okymeHT opobper OOK: @%;

Date /

[ata: RE-D ey

Rab 19 -1\ 22022y

[ara:

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 AHAJIU3A

Cipla

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun No: 484130

Batch Quantity / O0bem ceps:

5844packs / ynakoBok

AR No / Ananutnueckuii otuer Ne : ARF/221/2024|Date of Analysis / lara anann3a:

18.11.2024

11/2024

Date of Mfg / ilara npou3BojicTBa:

Date of Expiry / 'ogex no:

10/2027

Analysis performed according ND / Ananus npoenén no HJI: IT N013745/61-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Ilokasarenan

N Result / PesyabTaThi

Specification / Hopma

4 | Uniformity of weight /
OHOPOJHOCTL 10 Macce

Complies / CooTsercTByeT

18/20 tablets NMT + 7.5 %/ 18/20 e Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

Oﬂ.HOpOﬂ,HOCTB JO3HPOBAHHA

5 | Loss on drying / IToTeps B 1.9% NMT 6.0 % / He 6osnee 6,0 %
Macce MpH BbICYLIHBAHHH '
6 | Dissolution / 79-99% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenHo3nnos uepes 120 mMuH
7 | Uniformity of Dosage units / AV =54 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 <LI. All values of xi must satisfy the
inequality: -

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

L1 =150; L2=250,

[Tokazarens npuemnemocth uid n=10 AV <L1.

B ciyuae, ecnu 3HaveHue AV npesbimaer L1,
MPOBOJAT HCIbITAHKE Ha cneayrolux 20 obpasuax.
Jlnan=30 AV < LI1. Bce 3HaueHus Xi JOJKHbI
YJOBIETBOPATE HEPABEHCTRY:

[M-xi| £0,01 x L2 x M.

Il =18,0; L2=25,0.

8 | Assay (Spectrophotometry)
KonuuectBeHHOE OMnpejeneHHe
(CnekTtpodoTomMeTpHs)

13,95mr/Tab

13.95mg/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 %)
CEHHO3M/I0B B nepecyeTe Ha ceHHo3ua B B oHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntovernue: OQJOEPEHO

Checked by QC In-Charge / e{ﬁ/_t/_p

DokymeHT nposepex OKK:

Approved by QA In-Charge /
JokymeHT ogobpeH OOK:

s

Date / L8 2oy

[ara:

Date /

Hara: e ey

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHU3A
- Page3 of4 /Crp.3 3 4

-

Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJIETKH 13.5 mr

‘Batch No / Cepua Ne: 484130 Batch Quantity / O6wem cepun:  5844packs / ynakoBok

AR No / Avaantnuecknii oruer Ne : ARF/221/2024 | Date of Analysis / lata anannsza: 18.11.2024

Date of Mifs / lata nponssogcTa:  11/2024 Date of Expiry / Tosen jno: 10/2G27

Analysis performed according ND / Ananus nposenén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Nz 1 ot (9.07.2024

Ne Result / PesynbTaThl Specification / Hopma

Test / MokaszaTennb

9 | Content of Methy! 0.042mg/tab 0.028 —0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
METHJINAparApPoKCHOeH30aTa 0.042mr/1a6
(BOAX) ’

10 | MICROBIAL LIMIT TEST/ MuxkpoGuonoruyeckas 4YucToTa

102) | Total Aerobic microbial count / 10
O61uee uncno a3podHbIX Not more than 10° cfu/ g / He Gonee 10* /r

MHKPOOPraHM3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / OB1uee ymco <10 ;

TIECHEBBIX H IPOXIKEBBIX

rpuboB

N

Y

10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 107 / g / He Goxee 10° /r
bacteria/ Y croituusble K
NeHCTBHIO KETUH
rpamMoTpuLaTebHble GakTepHn

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/OtcytcTBue B 1 T
10¢) | Escherichia coli Absent /O1cyTcTBYIOT Absentin 1 g/ Orcyrcteue s | r
10) | Salmonella Absent / OrcyTtcTByIOT Absent in 10 g / Orcytctue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanue: MNpogykr cootseTcTeyeT TpebosaHuam HI | 3akntovyenne: ONOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT npoeeper OKK: ﬁbj HokymeHT ogobper OOK: %
Date / : Date /

VLo - n’ 2= Z“L‘l
[ara: 1L - [Hara: \8

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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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page4 of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5

mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484130 " |Batch Quantity / O6wem cepun:  5844packs / ynakosok
AR No / Ananuraueckuii oruer Ne : ARF/221/2024 |Date of Analysis / fata apaansza: 18.11.2024
11/2024 Date of Expiry / I'onen no: 10/2027

Date of Mfg / laTa npousBoOACTEA:

Analysis performed according ND / Ananus npesenén mo HJI: TT N013745/01-180522, amend No. 1 dated

09.07.2024 / 1T N013745/01-180522,

u3m. Ne 1 or 09.07.2024

Ne Result / PesyabTaTsl Specification / Hopma
Test / [ToxazaTenn
11 | Package / YnakoBka ce/Y - 20 tabl . .
= if;a;k;?;er nl:::gzl:.a U 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  |°F 3 blisters and a patient information leaflet in a
75 patient info’rmation leaflets in carton. 20 tablets in a blister made of PVC
z caF\)rton T . /PE/PVDC film and aluminum foil, 25 blisters with
Biniiné ’ s, 25 patient information leaflets in a carton. / ITo 20
nonusnpnummo ol Tabnerox B ONHCTEP U3 MIEHKU TPEXCNONHOM
(I'IOJKH3THJICHOB];FI / (MBX/MI/MBAX) 1 antomunuesoit ¢onsru. [To 2
HOBAFHTESEXIOPAAROK) 1 unu 3 Gnucrepa BMecTe ¢ MHCTpYKUMeit no
AMOMMHHEBOH HOABLH, 10 25 NPUMEHEHHIO B kKapToHHYt0 nauky. [To 20 rabnertok
GnHcTepoB B Kaprouuy;o — GHcTep W3 INIEHKH NONTHBHHHIXIOPUAHOMH
5 ;m:nkeﬁuew 5 P a—_ (MONMITHAEHOBOI / MONMBHHIIIEHXIOPUALOI) K
o umeueanmo amOMUHEHEBOI (onbry, Mo 25 6IHCTEPOB B
- ’ KapTOHHYK MAYKy C BIOMEHHEM 25 HHCTPYKUMIL M0
NPHUMEHEHHUIO.
12 Labeling / Mapkuposka According to ND /
B coorserctaum ¢ HJJ
13 Storage conditions / ¥Ycnorus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
P P patyp
XpaHeHuA Boie 25 °C.
14 Shelf life / Cpox ronHocTH 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTeeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3aknwyenune: OOOBEPEHO

Checked by QC In-Charge / 7it"’o

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT opobper OOK:

&=

Date /
LaTa:

l%‘\hlo:\—%

Date /

2 1\
[ara: | 2o2H

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




ORMAT

Authorized By (QA H..ad)

' Sign & Date: 9" S gt

SIMCHEM PWT. LTD. ”
e ?‘EO; Mo, 60.55, . Titla PACK %WFQC‘{ INEP E"‘TI YN CHECKLIST -EXPORT
- TUEM INDUSTRYIAL ESTATE,
TUEM , PERNEM, & B e
CmgA _433513’ ~ Ref. Dec. No. -QAJ!,MS Page Ne. : 1652
b . INDIA.
Previous Product Name: _Sencde  Tablet Previous Bateh No,_ L, 94129 LineNo.: T,TI
Pmduct Name:  Cencide. Tahlet 4 STu-coo Ky
’EXPORT/LOCAL R48525c /1 BatehNo. v 7% 4 - 30 » Batelr size: 3eccovo o |
Mig. Date: 1\ | 2024 Exp.Date:_10/2027 Date of inspection: from 'E"’?*l‘}l-o S to eq. Y
Keys: = complies/OK NA = Not Applicable
- = No defects are observed K= Does not camply
Sr. BEFECTS ) SHIPPER NUMBER B
No. =1 i) 26 | 29 Lt £9
1. | Shipper Top / Bottom Taping - o iE o F S 1\
2. | Shipper Overprinting / Labeling o e o et o Ao \
3: . | Packer Name i e | Nilione | sanseetal Rajagined Pratiksee o Sejgl
4. | ShippecFill Value Cloo x 25 x265)] o o pds o oot v X V(Y xas Iads)
5. | Bundling Quality / Pouch Quality MA MNA L wa | R NA NG \ -
6. | Outer Carton-Overprinting = O MA NA NA - NA \
i 4 Inner Carton Serialization e e — o v 1% \
8 " Cracked/half tablet/Broken tablets
* | edges. , - = - F w .
9. | Missing Leaflet = ~ - - N - \
10. | Blister Qverprimi.ng / Smudging
" | Embossing - v . o g
11. | Missing units/Extra units - - - - - 2 \
12. | Broken/chipping/ molted Tablets . N N - - = \
13. | Spot/ Powder In Blister / Tablets. - " - & - - \ ..
_14. | sticking / Picking _ = 4 - - & -  wfea?
: Sealing/foil/ pinhole/ forming '
15. L7 = " - 5 =
defects 5
' 16 Blister /Wrinkles / Improper
" | Knurling/ Torn pocket B = - - B =
Foreign Product/Foreign/
o - = - = - ~ _
extraneous Material
18, VWJ-tong appearance/different shape - ~ B
~ " | of tablets/blister ) - o
| 19. | Colour of tablets o _ o - - - \
| 20. | ** Other defect - s = - - -
21. | Total Defects e = - - = -
22. | Total replaced Units NA K K M Kt wR
23 Shippetweightg/feadlshipp.c:taﬁcr 20990 [21- 1900 f2t-o0e 2000 | 20990 [o.290
=7 | inspection (kilogram/gram) : :

Confidential Document o

- Enu cauu.:“J
i

Restricted circulation
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Authorized By (QA Head) :

| Sign & Date: i

. MASTER FORMAT
SIMCHEM PVT. LTD. . W s . ) e
e PLOT No. 60-65, Titie PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, =
TUEM , PERNEM o ' : i :
R e 433512"’ Ref. Doc. No. | QA/048 , Page No. . 20f2
INDIA.
e ok T \ | N o i ¥
Done By 2 . s pe e g(\e_\f‘ - ot neﬂ”\\ \\ L
- e ' b Ak 5 oAr o o6l ® B
- Checked By %:\"" /?‘ %‘ %\‘ %\ ¥ Al Lo od-1) 1A \

*¥(For export mention the export order no.)

FINAL INSPECTION CHECKLIST:

Total shippers packed in - Total shippers checked in batch _
: Batch SE R A Btsagg L | 0C
| | Total Quantity packed ' % of Pack Stock carried out on
: SRUYy x2S x20'8 b;tch ‘ Ve,
Defect Observed - %
#* If any Other defect observed ' -

Nature Of Defect Observed ( Critical, Major, Minor) | =

Action Plan For Defect ' ‘ 5

- N 8]
Corrective Action And Preventive Action ( CAPA) NA
{ If Applicabie For Details Enter CAPA Number)
Decision For Further Pack Stock Inspection ND
- Total-Replaced Unit Blister/Carton/Shipper ' N
. - ¢ oP
CertiﬁedBy:*_,H’ 6a.12Y4 Rechecked By: @ 24 Approved By: E@%.H-M’
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive) =~
Conjidential Document —_— ' Restricted circulation FORMAT NO.: FMQA048-02-00



