Cipia Ltd.

. BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.8mg

Brand Name :Senade

*Lot / Packing Batch number :484085

| **Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/10

Quantity released: 5842X25X20’s

Marketing Authorization Number: NO013745/01 (Product Registration No.)

Name and address of | Cipla Lid., Peninsula Business Park

Marketing Authorization | Lower Parel, Mumbai, India
Holder:

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

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :08/2024

Expiry date :08/2027

*BPack 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 -

*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‘ric Name :Sennoside Tablets 13.5mg

‘Brand Name :Senade

*Lot / Packing Baich number :484085

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

(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 Industriai Estate,
Tuem Pernem,

Goa - 403512

India

Signature of person

authorizing  the  baich @2‘{}/—

reiease

Date of signature g\ 0% -To2y
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne ;

484085

Batch Quantity / Oobem cepuu:

5842 packs / ynakosox

AR No / Ananurayecknii otger Ne : ARF/169/2024

Date of Analysis / fata ananuza: 23.09.2024

Date of Mfz / JlaTa npouzsoacrsa:

09/2024

Date of Expiry / Tonen fo:

08/2027

Analysis performed according ND / Ananus nposenén no HL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne

Test / Iloxazarens

Result / Pe3ynbTars

Specification / Hopma

Description / Onucatue

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. / TTnockue kpyrnsie Tabierky co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO /10 TEMHO-"
KOPHHIIEBOro LBETA C BKpanjaeHuasMu. Ha ogHoil
cropoHe Tabnerku BeiaasneHo cnoeo «CIPLAy, Ha
LPYroH - INHUA passioMa.

(3]

Identification / [ToHHHOCTB

2a)

Anthraquinone glycosides /

AHTanP[HOHOBLIE FTHKO3n kI

Complies /
CooreeTcTBYeT

Ammoniacal solution turns a reddish colour /
OkpaliuBaHHe aMMHAYHOrO PacTBOpa B KPacHbIH
LIBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/

Complies /
CoorsercrByer

Retention time of the principle peak in the
chromatogram of the sample solution should

MeTunnaparuapokcubdensoar
(B22KX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP#HUBAHUA OCHOBHOTO MHKA Ha XPOMaTorpaMmme
HCITBITYEMOrC PacTBOPa AOJKHO COOTBETCTBOBATH
BPEMCHH YICpACHBAHKSA OCHOBHOI'O IMHKa Ha
XpomaTorpaMMme CTaHAapTHOTO pacTBopa
merunnaparuapoxcrbensoara (pasaen
«Merunnaparuapoxcubensoar).

3 | Average weight / Cpennss
macca

189.39mg / 189,39mr

189.99 mg +£7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cooTeeTCcTRYET Tpebosanusm HI

Conclusion : APPROVED /
3akntwueHue: OQOBPEHO

Checked by QC In-Charge / [
[okymeHT npoeepeH OKK: %:_(_/p

Approved by QA In-Charge /
DoxymeHT ogobpeH OOK:

BH=

Date /

‘uaTa. Q_Q-OQ-L‘93"1

Date /

OaTa: 2-4.0%-202Y

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

-

CEPTUOHUKAT AHAJIN3A
Page2 of4/Crp.2 13 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484085

Batch Quantity / O6bem cepin:  5842packs / ynakoBox

AR No / Anaaurnuecknii otuer Ne : ARF/169/2024|Date of Analysis / Jara anannza:  23.09.2024

Date of Mfe / lata npenssoacraa:  09/2024 Date of Expiry / T'onen no: 08/2027

Analysis performed according ND / Ananns nposesén no HJL: TI NC13745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / [NokazaTeib

Result / PesyabraTs! Specification / Hopma

4 | Uniformity of weight /

Complies / CooTreTcTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne Gonee +7.5

OnHOPOIHOCTD TIO MAcCe %
2/20 tablets NMT +£15% / 2/20 ue 6onee + 15%
5 | Loss ondrying / TToteps B 1.8% NMT 6,0 % / He 6onee 6,0 %
MACCE NPH BBICYIHBAHMH
6 | Dissolution / 77-85% NLT 70 % (Q) of sennosides in 120 minutes

PacrsopeHue

He menee 70 % (Q) cennozugos depes 120 MuH

7 | Uniformity of Dosage units /
OnHOpPOAHOCTb LOIHPOBAHHSI

AV=6.2 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=230

AV < L1. All values of xi must satisfy the
inequality:

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

L1=15.0; L2 =25.0.

[Tokazarens npuemaemoctH it n=10 AV <L1.

B cnyuae, ecau 3HaueHue AV npepbiaer L1,
[POBOASAT HCMbITaHKe Ha cnenylontix 20 obpasuax.
Jnsi n=30 AV < L1. Bee 3HaqeHus Xi A0JKHbI
YAOBIETBOPATE HEPABEHCTBY!

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OMpeieneHHe
(CnexTpooToMeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 1o 115,0 %)

14,05MF/T36 CCHHO3UIOB B FlepCC‘IGTe Ha CEHHO3H A B B OII_HGH
rabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr coorsercTayeT Tpebosanuam HI | 3aknwoyenue: ONOBPEHO

Checked by QC In-Charge / 4
JokymeHT nposepeH OKK:

- Approved by QA In-Charge /
[NokymeHT ogobpeH OOK: %

Date /
Hara:

23 oSt ’LﬂQ——Lf

Date/  , y.a9-2024
Harta:

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
CEPTUOPUKAT AHAJIU3A : :
i Page 3 of 4/ Crp. 3 n3 4

-

Product: SENADE TABLETS 13,5 mg TpoayKT: CEHA,I[]_E@, TABJETKHA 13,5 mr

" |Batch No / Cepusi Ne: 484085 ' Batch Quantity / O6uem cepun:  5842packs / ynakosox

AR No / Auanurnuecknii oruer Ne : ARF/169/2024|Date of Analysis / lata anammza:  23.09.2024

Date of Mfg / lata nponasoacrsa:  09/2024 Date of Expiry / I'ogen go: 08/2027

Analysis performed according ND / Anann3s nposenén nmo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N0O13745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / [TokaszaTens

9 | Content of Methyl 0.043mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Coaepsanue
MeTHInaparuapokcHbenzoara 0,043mMr/126
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonornyeckas 41cTota

104) | Total Aerobic microbial count /
O61ee 4Uco a3poiHbIX 30 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPraHu3MoB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / OB1ee uucno <10
TJIECHEBEIX M IPONIKEBBIX
rpnbos

10 ¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Y cToituunble K
JEHCTBHIO HeTYH
rpaMoTpHLATENLHbIE DaKTEepHH

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ Orcyteteue s I r
H0¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ Otcyreteue B 1
10f) | Salmonella Absent / OtcyTeTBYIOT Absentin 10 g /OtcytctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooreeTcTyeT TpebosaHuam HA | 3akntoyeHue: OOOBPEHO
Checked by QC In-Charge / Qﬁc’) Approved by QA In-Charge /
[okymeHT nposepen OKK: [lokymeHT of06peH OOK: W
Date / Date / 09207
Jara: 23 S BEY Jata: i "

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
CEPTHOHKAT AHAJITU3A

-

Page4o0f 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tipoaysr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484085

Batch Quantity / O6bem cepnn:

5842packs / ynaxoBok

AR No / Auaaurnueckuii oraer Ne : ARF/169/2024|Bate of Analysis / lara anamnza: 23.09.2024

Date of Mfe / Jlara npoussoacrea:  09/2024

Date of Expiry / l'ogen no:

08/2027

Analysis performed according ND / Aunanus npopeaén mo HJIL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

No Result / PesyabTathl

Test / MokaszaTeib

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnucTep U3 NAEHKH
MOJHBHHHUIXJIOPHIHOH
(MOMMITHNEHOBOH/

[0 NPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

MOJUBHHUAEHXIOPUAHOH) H
anmoMHHUeBO# ¢onbru,
OnHCTEPOB B KAPTOHHYIO MAYKY
¢ BOYKEHHEM 25 UHCTPYKUHMIT

Package / YnakoBka - 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 O1ucTep U3 NINEHKU TPEXCIOHHOM
(MBXAIDMIBAX) u antomuHueBoit gonsru. o 2
1K 3 GrHcTepa BMECTE ¢ HHCTPYKLUHEH Mo
NPUMEHEHHIO B KapTOHHY10 nayky. [To 20 Tabnerok
B GHCTep M3 NAEHKH MOJNBHHIIXTOPHIHOI
(noau3THIEHOBOH / NONHBUHUAAEHXIOPHAHOH) H
anmomMuHueBol (Gosbru, no 25 GIUCTEpOB B
KapTOHHYIO MayKy ¢ BIOKEHHEM 25 MHCTPYKUMi no
NPHUMEHEHHIO.

no 25

12 Labeling / MapkupoBka According to ND /

B coorsercreun ¢ HJL

13 Storage conditions / Ycnosus

XpaHeH#s soime 25 °C.

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

14 Shelf life / Cpok roanocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTBeTcTBYeT TpeboBaHnam H

Conclusion : APPROVED /
3aknwoyenme: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

LokymeHT npoeeper OKK: % [okymeHT opobper OOK: W
Date / Lo ey Date/ " R =
[ata: 2-3.-© Nata: . H

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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| Authorized By (QA Head)
- Sign & Date: <V

el ".:

. : MASTER FORMAT S
SIMCHEM PV, LTD. .. g T et

pmatiyhe o g Titke | PACK STOCK INSPECTION CHECKEIST -EXPORT

TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM, .
GOA - 403512, Ref, Doc. No. | QA/048 Page No. 1of2
INDIA.

Previcus Product Name: ?@ -"\nri @ Tallet  Previous Batch No. U49469H LineNo.: 1T, -
ProdugName: _ Sena _Tahlet 7 $16.000 K4S
*EXPORT/LOCAL: 24 Sshee e BatekrNo. - 48408 Baiclt 5176 3occsss Mes

Miz. Date: o l Loly Exp. Date: o i 2.0

Date of nspectxon from |« o°1 19 to 14-09 24,

= complies/OK
- =No defect:

Keys:

s are observed

v = Not Applicable

X=Does not comply

ST _ SHIPPER NUMBER
Mg, DPEFECTS ol FTH s Y 77 T &9

' | 1. | Shipper Top / Bottom Taping ~ o N A~ r L
2. 1| Shipper Overprinting / Labeling v v v e i - %

-1 3., | Packer Name Nilime, [athmive Shngedakachma SHvan) [Shivas |\

4. | ShipperFill Value (loox2s x'lcS) il A S A SF T\ Flgaxak xadr)
| 5. | Bundling Quality / Pouch Quahlv N AN J B A NA NA \
6. | Outer-Carton-Overprinting MR W8 W b FonAa A \
7. | Inner Carten Serialization R \r - v i \
o | Cracked/half tablet/Broken tablets : \
® | edges. i - = = . -
9. | Missing Leaflet - B - % 5 \ i
V‘m | Blister Overprinting / Smudging \
. | Embeossing A s v “ v
11. | Missing units/Extra units - - - - - ‘
12 | Broken/chipping/ molted Tablets - _ & * - \
| 13. | Spot/ Powder Tn Blister / Tablets. - ) i 1\\1 A P s
14, | sticking / Picking = - £ - - %
‘|5, | Seaiing/foil/ pishole/ forming \
7" | defects - = - = = \
1. | Blister /Wrinkles / Improper } ‘\
" | Knurling/ Torn pocket = - > \
Foreign Product/Foreign/ \
117, - : - ) \
extraneous Material - - -
15, | Wrong appearance/different shape \
77 | of tablets/blister - - - - B i \
19. | Colour of tablets o el - i . \
20. | ** Other defect 5 P _ ] : \

- | 21, | Total Defects » & . ) : \
22. | Total replaced Units WP N0 [ un WA | VA NA \ :
3 Shipper weight of each shipper atier : \
77 | inspection. (}xllooiamxﬂmm) )‘\'”f’ 2|-1qe (2] 09¢ |2} o502 030 (o ae \F

Confidential Document

Restricted circulation
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FORMAT NO.: FMQA048-02-00




Authorized By (QA Head)

Sign & Date: ¢ _k,-.
. MASTER FORMAT
IMCHEM PVT. LTD. - : '
R s Titke PACK STOCK INSPECTION CHECKLIST -EXPOR
- TUEM INDUSTRIAL ESTATE,
TUEM ,PERNEM, P
GOA — 403512, Ref, Doc. No, | QA/048 age No 2of2
INBIA.
Done By %.P:;‘,\ Opd _,\‘g Qt"\ﬂ\ c“:\“"& ¢ t"‘-“\ g(\eh&‘ \
3 SeaEo ¥ @ @ _[€ e |=. |
' Checked By i A \'-tdﬁ o R ER B o 2h e 1} =
| *(For export mention the export order no.)
FINALINSPECTION CHECKLIST:
Total shippers packed in § . Total shippers checked in batch
’ Batch 5% Ful 4+ ol looge . o¢
‘Total Quantity packed ¢ " . % of Pack Stock carried out
al Quantity p §V42 ¢ 25 % 26T b;;):h ack Stock carried out on i
Defect Observed - )
** If any Other defect observed ! _
!
- | Wature Of Defect Observed ( Critical, Major, Minor)
Action Plan For Defect
NA
Corrective Action And Preveative Action ( CAPA) .
( If Applicable For Details Enter CAPA Numiber) NA
Decision For-Furthér Pack Stock Inspection .
N
‘Total-Replaced Unit Blister/Carton/Shipper -
- .o
Certified By: /P‘t {4092y Rechecked By: IO - 64 4 Approved By: % ‘ !

(Packing Officer) (QA Officer)

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

FORMAT NO.: TMQA048-02-00
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