Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484069

| **Manufacturing Batch number:NA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/10

Quantity released: 5845X25X20’'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 :484068

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

w{?@(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 | : 7
authorizing the batch %
release

Date of signature . 26v08-102y
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Cipla

CERTIFICATE OF ANALYSIS
K CEPTUOUKAT AHAJIM3A

Pagelof4/Crp. 134

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKHM 13,5 mr

Batch No /. Cepusa Ne: 484069

Batch Quantity / O0ben cepuu:

5845packs / ymakosok

AR No / Ananuringecknii oruer Ne : ARF/146/2024 |Date of Analysis / lara anannsa: 26.08.2024

08/2024

Date of Mfe / laTa npon3BoacTBA:

Date of Expiry / T'ogen no:

07/2027

Analysis performed according ND / Ananu3s nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No ' Result / PesyabTaTh!

Test / TTokaszaTenb

Specification / Hopma

1 | Description / Onucanne

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 KpyTible TaOIETKH €O
CKOMIEHHEIMH KPasMu 0T KOPHUHEBOFO 10 TEMHO-
KOPHUYHEBOTO LBeTa ¢ BKpamienmaMu. Ha onHoii
cropoxe TabneTkn BeiasieHo cioso «CIPLAy, Ha
Npyro#i - THHKA pa3noMa.

2 Identification / IToATHHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBYET OkpaurMBanie aMMHaTHOTO PAcTBOpPa B KPACHBIMN,
AHTPaxyUHOHOBLIE [THKO3H/1bl —
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CootseTcTBYET chromatogram of the sample solution should
MeTunnaparuipokcHOeH30at corresponds to the retention time of the principle -
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPKUBAHHA OCHOBHOTO ITHKA HA XPOMATOrpamMme
HCOBITYEMOIO PACTBOPA TOMKHO COOTBETCTBOBATh
BpeMEHH YHBPH(PEBE[HHSI OCHOBHOI'O NHKaA Ha
XpOMaTorpaMMe CTaHJAPTHOTO pacTBOpa
MeTHInaparuapokcnbensoarta (pasien
«MeTrnnaparaapokcnoeH3oar).

3 | Average weight / Cpenusis
Macca

187.70mg / 187,70mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTByeT TpebosaHusm HI

Conclusion : APPROVED /
3aknoyenue: OOOBPEHO

Checked by QC In-Charge / ﬁ?_b_ﬁ

HokymeHT nposepeH OKK:

Approved by QA In-Charge / |
[OokymeHT oaobpex OOK: /

| Date/

C-OR Lo2
[ara: e Lf

| Date/

[aTa: 26~0%-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




Cipla

CERTIFICATE OF ANALYSIS
) CEPTUOUKAT AHAJIU3A
- ) Page2 of4/Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484069 Batch Quantity / Oobem cepun:  5845packs / ynakoBox

TAR No / Ananutnueckuii oraer Ne : ARF/146/2024 | Date of Analysis / [lara ananusa: 26.08.2024

'Date of Mfg / lata nponssoacrea:  08/2024 Date of Expiry / T'onen 10: 07/2027
Analysis performed according ND / Ananns nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PeayibTaThi Specification / Hopma

Test / [lokazaTennb

4 | Uniformity of weight/ Complies / COOTBETCTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne Gomee £ 7,5
OIHOPOJAHOCTB MO Macce %
2/20 tablets NMT £15% / 2/20 He Gonee + 15%
5 | Loss on drying / [Toteps B 2.2% NMT 6.0 % / He Gonee 6,0 %
Macce PU BEICYIIMBAHHH
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTteopenue He meree 70 % (Q) cennosumos uepes 120 mun
7 | Uniformity of Dosage units / AV=6.1 The acceptability index forn=10 AV <LI.
OHOPOTHOCTD JIO3UPOBAHIA 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.

[Noxasarems mpreMieMocT g n=10 AV < L1.

B ciyuae, eciit 3HaueHHE AV IIpeBbiIaeT I.1,
MPOBOIAT MCTIBITAHHE Ha cneayrourux 20 odpasuax.
Jlna n=30 AV < LI. Bce 3Ha4eHus Xi JOJDKHBL
yIOBIETBOPATH HEPABEHCTRY:!

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

L1=15,0;1L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
| KonuuecTBeHHOE OIpelelieHue : 13.91mg/tab/ sennosides calculated as sennoside B in one tablet. /
(CnextpodoTOMeTpHA) Ot 12,15 1o 15,53 mr (ot 90,0 no 115,0 %)
13,91Mr/126 CEHHO3MIOB B IICpEcUeTe Ha cenHo3ni B B omHOMI
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: NpoayKT cooTeeTCTBYeT TpetoBaHuaM HO | 3aknouenune: OOOBEPEHO

Checked by QC In-Charge / ;/:/ 2 Approved by QA In-Charge / W‘/{

OokymeHT nposepeH OKK: [OokymeHT ofobpeH OOK:
Date / Date/
[aeas, 2T P ey Py 2L G- 08 2oy

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
. CEPTUOUKAT AHAJIM3A

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHALE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484069

Batch Quantity / O6bem cepumn:

5845packs / ynakoBok

{AR No / Ananntuuecknii orver Ne : ARF/146/2024 |Date of Analysis / Jlata ananusa: 26.08.2024

08/2024

Date of Mfg / Jlata nponssojcrsa:

Date of Expiry / I'oaen jo:

07/2027

Analysis performed according ND / Auann3s nposenén mo HJI: IT N013745/01-180522, amend No. i dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / [lokazaTenn

No Result / PesynsTaTsl

Specification /Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubensoara
(B2XKX)

0.043mg/tab

0,043Mmr/Tabd

0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ Muxkpo6uonoruyeckas 4ucToTa

102) | Total Aerobic microbial count /

O6mee uucio a3poOHBIX 10
MHKPOOPTaHH3MOB

Not more than 10° cfu/ g / He Gosee 10° /r

10b) | Total combined yeast and mould
count / O6mee 4ucio
IUIECHEBBIX H IPOXIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ VcToiiunssie k
JEHCTBHIO XKETYH

rpaMoTpHIAaTeNbHbIe GaKTepHH

Absent /OTcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ OtcytctBHe B 1 T

10e) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin | g/ OtcyrctBue B 1 1

100 | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT Tpebosanuam H

Conclusion : APPROVED /
3aknwyeHue: OQOBEPEHO

Checked by QC In-Charge / EE oy

JokymeHT nposeper OKK:

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

W=

|| Date /
[ara:

:)_,G‘a&'wz-Lf

Date/

[ata: 2608 o2

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 CEPTUOHKAT AHAJTU3A

Page4 of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 484069

Batch Quantity / O6bem cepun:

‘5845packs / ynaxorox:

.|AR No / Ananurnuecknii orger Ne: ARF/146/2024

Date of Analysis / lata anaan3za: 26.08.2024

Date of Mfg / Jlata npoussoactea:  08/2024

Date of Expiry / I'ogen ao:

07/2027

Analysis performed according ND / Ananus nposegén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / Pesynbratst Specification / Hopma
Test / [Toka3aTeab
11| Package / Vnaxopka ;a:ﬁ%:térfgjgsz? =Sl Package / Ymakoexa - 20 tablets in a biiste.r made .of
PVC/PE/PVDC film and three-l'flyer PVC/PE/P.VDQ film ar!d alummu;n foil. 2
sl fodl. 06 hRstescoidy |0 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets in |2THOM 20 tabists in-a bhs_ter mad(? of PV.C .
a8 sartion. £ Tlor 20 Teblienss w /PE/PYDQ film anq aluminum .f01l, 25 blisters with
e e R 25Fpat1ent information leaflets in a carton. / ITo 20
HOTHBHHITXTOPHIHOR Tabnetox B OnMerep U3 NNeHKM Tpexcnoinoit
I —— (IIBX/TID/MIBAX) u antomunauesoit gponsru. Ilo 2
o wiH 3 OiMcTepa BMECTe ¢ MHCTPYKIMEeH 1o
ATIOMEHHEBOH (GOBIH, 110 25 NPUMEHEHMIO B KapTOHHY!O matuky. 1o 20 TabneTok
GimCTepOB B KapTOHHy;O MKy B OHCTEp M3 IUISHKHU [I0THBHHUIXJIOPHIHOMH
¢ BIOKeRHEM 25 MHCTDyKIiH (MONMATHIEHOBOM / LTONUBUHAIASHXJIOPHIHONH) U
10 IPUMEHEHHIO. aIOMHMHHEBOH (onbry, Mo 25-01HCTepoR B
KapTOHHYIO MAa4yKy C BIOYKEHHEM 25 HHCTPYKLHUIM Mo
NPpHMEHEHHIO.
12 Labeling / Mapxuposka According to ND /
B cootBercTBHE ¢ H/|
13 Storage conditions / YcnoBusa In a dry place, at temperature below 25 °C. / B cyxom mecTe nipu TeMneparype He
XpaHeHus BhIe 25 °C.
14 Shelf life / Cpox rogroCTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr cootseTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoveHue: COOBPEHO

JokymeHT npoeepeH OKK:

Checked by QC In-Charge / 4@9

Approved by QA In-Charge /
OokymeHT ogobper OOK:

fE

Date /

L O &, Lok
Hara: itk f

Date /

r -2
[aTta: o ’M']

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)

2v

- Sign & Date: Aot
| | MASTER FORMAT = B
EM PVT. LTD. ; e .
g Titte | PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, | A
TUEM , PERNEM, - .
kil iy Ref. Doc. No. | QA48 Page No. 1of2
# INDIA. ) 3
Previous Product Name: _Senqdie Tabled _ Previous Batch No. M LineNo.: T ,IL |
. ProductName: __G¢nade  “Tdabledt , 576000 K9S
 *EXPORT/LOCAL: @455250] |0 BatchNe. : A 84069 Batcir size: 300 000QN0S
Mg, Date: 08]2024 . Exp. Date:_ O7 12027 Date of inspection: from | 7- 09-24, to. . o082y
Keys: = complies/OK NA = Not Applicable
- =No defects are-observed X=Does not comply
e BEFECTS : SHIPPER NUMBER ]
No. et o [V 193139 45 | 59
1. | Shipper Top/ Bottom Taping et Foggn | oy I v o T [\
2. | Shipper Overprinting / Labelmw Ao R v . [Clil At
"1 3. | Packer Name "0iShd Jaiege&d] o ivant |on 39401 en Sonaano e
4. | ShipperFill Value ((oof2s#20's) | v | v [ [v— | «— | ¥ \¥45425%90S)
5 Bundling Quality / Pouch Quality N NA T NA TR TR ™A ; '
1 6. | Outer Carton-Overprinting. NO | VR e e A A \
| 7. " | Inner Carton Serialization — B Rt B e O c T \
8 Cracked/half tablet/Broken tablets _ _ :
edges. — - . i
9, ['Missing Leaflet [ - — , \
.o | Blister Overprinting / Smudging ; _
1% Embossing il Al el B B R .
| 11. | Missing units/Extra units - e 4 o= Lo - = \
12 | Broken/chipping/ molted Tablets | - e N - i 1
: Oy
' | 13. | Spot/ Powder In Blister / Tablets. | - -~ - .2 B = = [ NA 1O 29|
|14, | sticking / Picking s T - ” s - - 1 L %
& Seaiing/foil/ pinhole/ forming 5 _ \
ST | : - = = = _
| defeects :
16 Blister /Wrinkles / Improper B
| Knurling/ Torn pocket - o B - = '
17 Foreign Product/Foreign/ _ o
| extraneous Material - B - .
Wrong appearance/different shape - B '
18-} o ablets/blister Sl - v \
19. | Colour of tablets - Nt b e | G — g ¥ i
20. | ** Other defect - - - = i - \
- 21. | Total Defects, - g & —~ , .' \
- 22. | Totalreplaced Units 1 wQ NA | VA VA NR VO ' \
-~ | Shipper weight of each shipper after ; ) . e . 240 | i . .
= | inspection (Kilogram/grain) 20990 po10 po-300 pofl0 90780 {103 | | :
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TC2 COPY]

MA

Authorized By (QA Head)
- Sign & Date: @4 123
MASTER FORMAT - e o e
g “Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
i TUEM , PERNEM, )
GOA - 403512, - | Ref. Doc. No. | QA/(48 : . Page No. % of3 -
- INDIA. 7
Done By snehat [3nehal [Speha| Sneh | Snenal [Sneka| Lin
| e6r M (& o0 [ e o | !
Checked By 1ot 2a] \Tof17.0824 1 oder (7 08 P [ig-p8a6f  T1T.g80 T
| *(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
| Total shippers packed in - | Total shippers checked in batch
- e 585l 4 o] Loose | = 06
Batch : L
T i icked ' 1 g ied. )
Total Quantity packe CY45 19SS+ 20'S % of Pack Stock carried out on TR
_ batch
Defect Observed _
** If any Other defect observed -
' Nature Of Defect Observed ( Critical, Major, Mimor). .
Action Plan For Defect
N
Corrective Action And Preventive Action ( CAPA)
| ( If Applicable For Details Enter CAPA Number) N B
- Deeision For Further Pack Stock Inspection
| w B
Total Replaced Unit Blister/Carton/Shipper NS
Certified By: {!!\1-08' 2  Rechecked By: A 190924 Approved By: Mog-w
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive) Y3
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00 :
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