Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS])

Generic Name :Sennoside Tahlets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484091

| **Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/10

Quantity released: 5848X25X20's

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

Name and address of | Cipla Ltd., Peninsuia 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 Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :09/2024

Expiry date :08/2027

**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/DRUGS/576/L

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

Results of analysis

: Certificate of analysis attached

Comments/remarks {ma-

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

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARL!S)

Generic Name :Sennoside Tabiets 13.5mg

rand Name :Senade

*Lot / Packing Batch number :484091

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 Cipia and Dr. Reddy’s Laboratories SA

without 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 Piot No. 60-65,
Tuem Industrial Estate,
Tuem Pernem,
Goa - 403512
India
Signature of person
authorizing  the  batch %‘Zgﬁ,:

release

A

Date of signature

J0:99. 2024
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOWKAT AHAJIN3A

Pagelof4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484091

Batch Quantity / Oobem cepuu:

5848packs / ynakosex

AR No / Auanutuueckuii oruer Ne: ARF/175/2024 | Date of Analysis / lara ananuza: 28.09.2024

Datc of Mfg / {ata npoussoncrsa:  09/2024

Date of Expiry / I'onen no:

08/2027

Analysis performed according ND / Anann3 nposeaéun no H/1: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 NG13745/01-180522, nam. Ne 1 or §5.07.2024

Test / [ToxkaszaTenn

Ne Result / PesyabtaTs!

Specification / Hopma

I | Description / Onucanue

Complies / CooTercTayer

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. / [1nockue kpyrasie TabneTku co
CKOLUEHHBIMH KPasiMU OT KOPUUHEBOTO 10 TEMHO- |
KOPHMYHEBOr0 LiBeTa ¢ BkparmenuaMu, Ha oqHoH
cropeHe TabsieTky BoiaBieHo closo «CIPLAy, Ha
OPYro# - TUHKUA pasnoma.

2 Identification / TToaMHHOCTb

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
A CootsercTByeT OxpawnsaHne aMMHaYHOTO PacTBOpPA B KpacHbii
HTPaxHHOHOBbIE TIHKO3H/IBI S,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByeT chromatogram of the sample solution should
Mertunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHNS OCHOBHOIO MHKA HA XpOMaTOrpamMmme
HCMBITYEMOTO PacTBOPA ACMKHO COOTBETCTBOBATH
BPEMEHH yASpPIKHBAHHA OCHOBHOIO THKa Ha
XpomaTtorpamMMe CTaHAapTHOrO pacTBOpa
MeTunnaparuapokcibenzoara (paznen
«MeTtunnaparunpokcubeHsoar).

Average weight / Cpenuss
Macca

L

187.73mg / 187,73mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Preduct conforms to ND/
Mpumeuanue: Npoaykr cooreetcTeyeT TpebosaHusm HLI

Conclusion : APPROVED /
3aknroueHue: OQOBPEHO

Checked by QC In-Charge / q
HokymeHT nposepeH OKK: = b}

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

B

Date /

Date /

[Jara: $0-09.2024

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
CEPTUOUKAT AHAJIM3A

-

s Page 2 of 4 /Crp. 2 n3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 484091 Batch Quantity / O6vem ceprin:  5848packs / ymakoBok
AR No / Anannrukeckuii oruer Ne : ARF/175/2024|Date of Analysis / laTa anaansza:  28.09.2024
Date of Mfg / lata npoussoacrsa:  09/2024 Date of Expiry / T'osen po: 08/2027

Analysis performed according ND / Ananu3s npoeeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Resuit / PesyabTaThl Specification / Hopma

Test / Iloka3aTenb

4 | Uniformity of weight/ Complies / CootBeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 re Gonee +7,5
OnHOpONHOCTb 110 Macce %
= 2/20 tablets NMT £15% / 2/20 ue 6onee + 15%
5 | Loss on drying / [Toteps B 2.6% NMT 6.0 % / He 6onee 6,0 %
Macce npH BeICYLIHMBAHUH '
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cenHo3naos Hepe3 (20 mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn= 10 AV <L1.
OJIHOPOLHOCTE 103HPOBAHMS 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=250.

MMokazarens npuemnemoctd 1 n=10 AV <LI.

B ciyuae, eciu 3HaueHue AV npesbituaet L1,
NpOBOAAT MCNbITaHKHE Ha crenyomux 20 obpasuax.
Jlna n=30 AV <L1. Bce 3HaueHus Xi JOMKHBI
YIOBIETBOPATL 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
KonuuecTBeHHOe onpeseneHue 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriekTpogoTomeTpus) Ot 12,15 po 15,53 mr (o1 90,0 no 115,0 %)

14,01mr/1a6 CEHHO3HMIOB B TIEPECYeTe HA CEHHO3MA B B 0aHOI
Tabserke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: MpoaykT cootsetcTayeT Tpebosanusam HL | 3aknioyenune: OAOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposepeH OKK: %Ejb-ﬁ [okymeHT ogobpeH OOK: W
Date / L0910 L Date/ . .
Jara: 28 =T AOFH [ara: Sore- 1ok

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

Cipla

CEPTHOHKAT AHAJIM3A
i S e - Page 3 of 4 / Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg ] Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepust Ne: 484091 Batch Quantity / O6bem cepun:  5848packs / ynakoBok

AR No / Ananntruecknii orser Ne : ARF/175/2024 | Date of Analysis / Jata ananusa:  28.09.2024

Date of Mig / [lata upoussoacrsa:  (09/2024 Date of Expiry / I'oaen no: 08/2027

Analysis performed according ND / Anann3s nuposenésn mo HJ/I: 1T NCG13745/01-180522, amend No. 1 dated -

09.07.2024 / I1 N013745/01-180522, wi3m. Ne 1 ot 09.07.2024

Ne . Result / PeayipTaTsl

Test / TlokaszaTennb

Specification / Hopma

9 | Content of Methyl 0.047mg/tab
parahydroxybenzoate(HPLC)/
Copepxanue
MeTHInaparuapokcudeHsoata - 0,047mr/1ab
(B2XKX)

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

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckas 4HCTOTa

10a) | Total Aerobic microbial count /
OGuiee uncI0 a3poOHBIX 50
MHKPOOpPraHi3MoB

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obuiee yucno

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

<10
IJIECHEBBIX M JIPOMIKERBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ g/ He Gonee 10° /r
bacteria/ Ycroituussie k '
JIEHCTBUIO HKeJTUH
rpamMoTpHUaTebHbIC GaKTePHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrcTBHE B 1 T
10¢e) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OvcyrerBue B 1 ¢
106) | Salmonelila Absent / OTcyTCTBYIOT Absent in 10 g / Orcyrersue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MMpoaykT cooTseTcTayeTt Tpebosanuam HL

Conclusion : APPROVED /
3akntouenue: O0OBPEHO

Checked by QC In-Charge / ?,ﬁ P
[JokymeHT npoeeper OKK: =

Approved by QA In-Charge / 3
HokymenT ogobpeH OOK: %

Date /

0S. 949 LOLL
[ara: e |

Date /
“09.20%
[ara: 2 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. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
\ CEPTUDOHKAT AHAJIN3A

Paged of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne : - 484091

Batch Quantity / O6bem cepui:

5848packs / ynakoBok

AR No / Anannruueckuit ovzer Ne : ARF/175/2024

Date of Analysis/ data auaauza:

28.09.2024

Date of Mfg / lata nponssoxerea:  09/2024

Date of Expiry / T'oaen no:

08/2027

Analysis performed according ND / Ananus npopesén mo H/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne ’ Result / PesyabTaTe! Specification / Hopma
Test / ITokasarenb
T - ) )

e ;a:ka‘?:téryi::é‘gz?a - 20 bl Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-liayer PVC[PEfP.VD(.I film an.d alummu!n foil. 2
aluminum foil, 25 blisters with or 3 blisters and a‘panenlt information leai]et ina
25 patient information leaflets in eafton, 20 1ablote:nia bhs?er mndf:: o PV(.’ !
deason. 1T ID s /PE/PYDC_ film anc] alummum.fml, 25 blisters with
GAHCTEp W3 TTEHKH 25Fpat1ent information leaflets in a carton. / [:Io 20
(10 IHBHHITXIODHHOH TabneTox B GnUCTEp M3 IISHKH Tpf:vxcnoi‘mou
e ——— (MBX/TI2/MBAX) n amomunueroii Goasru. 1o 2
HONHBMHILICHXOpHIHOH) H win 3 OnucTepa BMECTE ¢ HHCTPYKLUMEE no
AMOMHEHeBOH BONBTH, 110 25 MPUMEHEHHIO B KAPTOHHYIO MA4KY. 1o 20 Tabnerox
P—— xapronﬁy;o - B GIucTep U3 IUIEHKH MOJHBHHIIXJIOPHAHO )

C BIOKEHHEM 25 HHCTPYKIHH (nonuamneﬂgaon / IOTHBUHUIAEHXIOPHIHOH) 1
110 TIDMMEHSHHIO, ATIOMUHUEBOIT (oabru, mo 25 GiIHcTepoB B
KapTOHHYIO MayKy ¢ BIOAKeHHeM 25 MHCTPYKUHIT 1o
MPUMEHEHHIO.
12 Labeling / Mapkuposka According to ND /
B coorserctBum ¢ HJT
13 Storage conditions / YcioBus In a dry place, at temperature below 25 °C. / B cyxom mMecTe npi TeMneparype He
XpaHeHHA Boiwe 25 °C.
14 Shelf life / Cpoxk roaxocTu 3 years / 3 rozna

Remarks : The Product conforms to ND/
Mpumeyanue: [poaykT cooTeeTcTayeT Tpebosanvam HI

Conclusion : APPROVED /
3axnwvenue: OQJOBPEHO

Checked by QC In-Charge / > AP Approved by QA In-Charge /
HokymeHT npoeepeH OKK: o [okymeHT opobper OOK: %{
ol e e e 300q.00

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
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- Authorized By (QA Head)
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 SIMCHEM PVT. LTD,

PECTION CHECKLIST -EXPORT

PLOT No. 60-65, Title 'PACK STOCK INS
TUEN INDUSTRIAL ESTATE, |
TUEM , PERNEM, _
GOA" 4335}2, ! R‘:fv DGC. N{). Q:A!O“sg Pag NG, 1 sz
INDIA. : i
Previous Product Name: Scoade Tahlet Previous Batch Ne. 48y o9 o LineNo.: LT, I

Pmdi.g Name:
*EXPORT/LOCAL:
Mig. Date: o9 ’ 2019 Exp. Date:_ a8 (-’r 10277

Senade
QUSS2Se /s

Tahlet

Batch No.
Date of -insp.,ct; on:

4840091

STo.cee kgS
Batch size: decoses NoS

from ze.09-14

20 S L 1 Bl .

Keys: = complies/OK

- = No defects arc observed

NA =Not Applicable
X=Does not comply

By PR SHIPPER NUNMBER
s DEFECTS - : - -
No. . ol g 123 136 | 942 s |
1. | Shipper Top / Bottom Taping — ~ ~ e e e |
2. | Shipper Overprinting /Labeling | ~ | | ~ (PR EY NN
'1.3.._| Packer Name KeShrne B ¥ite Sivwan Ropshiee Reijachiree Shbveg \
4. | ShipperFill Value (loox2sX20's)| « ~ e N w1\ caRxsle e
5. | Bundling Quality / Pouch Quality N NN NR NG \
6. | Outer Carton-Overprinting ND Nh N R ND P we 1\
7. | Inner Carton Serialization v ~ v — ~ " \
g ‘Cracked/half tablet/Broken tablets '
" | edges. _ - = - - # -
9. | Missing Leaflet H - = " - =
1_0_' Blister Overprinting / Smudging '
" | Embossing N~ 7 v s v
11. | Missing units/Extra units - - - - - = \
' 12.- | Broken/chipping/ molted Tablets - - - i = . |
13. | Spot/ Powder In Blister / Tablets. - - = ~ _ - \
14. | sticking / Picking - - - . - =
Sealing/foil/ pinhole/ forming L o BRI
ka- defects - - = - - - NB
16 Blister /Wrinkles / Improper \
| Knurling/ Torn pocket - - = - % - \
17, | Foreign Product/Foreign/ ‘\
“7 | extraneous Material = - . - - \
18 Wrong appearance/different shape \\
" | of tablets/blister . =% 7 - ’ - \r
19. | Colour of tablets N (i — s v e ]
20. | ** Other defect - N = " - = \
21. | Tetal Defects = - - > o ~ ‘\\
22. | Total replaced Units MR wf ‘\\ﬁ WD w0 L
g, 3 lppet W gLl A : ' \
inspection (kilogram/gram) 2100 21070 2] 16 [21.206[2]-0S0 \\-loe

Confidential Dacument

Restricted circulation

i$ 9. 24

FORMAT NO.: FMQA048-02-00




- Authorized By (QA Head)
~ Sign & Date: ¢

MASTER FORMAT
SIMCHEM PVT, LTD. T e = ; _
PLOT No. 60-65, Titls ACK STOCK INSPECTION CHECKLIST -EXPORT
- TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM, e
GOA — 403..”-:” Ref. Deoc. No. QA,’@%B Pagc— No. : 20f2
INDIA
Dobe My DecPett o et el Deew‘ cw’““s . TP
o S . D @ ‘(E_ @ _6,—,. -@\H e _
P o 4 . =24 , ; R4 2 ,
Coneint B 210 2 A T AT f AT 2|-Dq‘)__i—!\‘_‘

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

FINALINSPECTION CHECKLIST:

- Total shippers packed in ) Total shippers checked in batch
; Batch S% FLL\\ tel ileoSe Oé
- Total Quantity packed , % of Pack Stock carried out on
SYYR X LS x20'S lo*/.
batch
Defect Observed - _
** If any Other defect observed _
Nature Of Defect Observed ( Critical, Major, Minor)
" Action Plan For Defect
. NO
Corrective Action And Preventive Action ( CAPA) 3
| ( If Applicable For Details Enter CAPA Number) N 0
- Decision For Further Pack Stock Inspection
' N
‘Total-Replaced Unit Blister/Carton/Shipper 5 B
| e -
Cestified By: _ff{’ 21:04-29  Rechecked By: ’@LVDE“ ) Approved By: ‘%’Oc‘ AL,
(Packing Officer) {QA Officer) (Quality Assurance Head / Executive) '

Confidential Document

Restricted circulation
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