Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

Cipla Ltd.

BATCH RELEASE CERTIFICATE
{(FOR RUSSIA / BELARUS)

*Lot / Packing Batch number :485179 | *Manufacturing Batch number:NA
Importing Country  -Russia (Slzstomer :Dr.Reddy’s Laboratories
Sales Order No. :9506552/10 Quantity released: 5842X25X20's

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

Name and address of
Marketing Authorization
Holder:

Cipla Ltd., Peninsula Business Park
l.ower Parel, Mumbai, India

Strength / Potency :

Senna extract equivaient to 13.5 mg of Sennosides

A &B as Calcium Salts.

Cosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :11/2025

Expiry date :10/2028

**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 :485179

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 compiiance with GMP and the Technical Agreement

between Cipla 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/titte and

: Puja Kashalkar.

address of person | Quality Assurance Executive.
authorizing  the  batch | Simchem Pvt. Ltd.
release Plot No. 60-65,
Tuem Industrial Estate,
Tuem Pernem,
Goa - 403512
India
Signature of person
authorizing  the  batch NS
release B
Date of signat
ate of signature Ty
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTIU3A

Pagel of4/Crp. 1034

Product: SENADE TABLETS 13,5 mg

Npoxykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepus Ne: 485179 Batch Quantity / O6wem cepun:  5842packs / ynakosok
AR No / Ananntudecknii oruer Ne: ARF/277/2025 Date of Analysis / lara ananuza:  10.12.2025
Date of Mfe / lara nponspoaersa: 1172025 Date of Expiry / I'onen a0: 10/2028

Analysis performed according ND / Ananui npoeseaén no

HA: ITTN013745/01-180522, amend No. 1 dated

09.07.2024 / T N013745/01-180522, u3am. Ne 1 ot 09.07.2024

Result / PesyawTa

Test / [ToxazaTenn

ThI Specification / Hopma

1 Description / Onucanue

Complies / CooTBeTcTBYET

Flat circular tablets from brown to dark-brown with
bevelied edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue Kpyrbie TaGIeTKH CO
CKOILLIEHHBIMH KPasgMH OT KOPHUHEBOTO 10 TEMHO-
KODHYHEBOrQ LBETA ¢ BKparieHuIMu. Ha oanoit
cTopoHe TabneTku BotaasneHo ¢a08o «CIPLAY, Ha
Apyroi - THHUA painoMa.

Identification / TToA.IMHHOCTDL

Anthraquinone glycosides / Complies /

CooTBercIByeT
AHTPaxMHOHOBBIE [NIMKO3AIBI

Ammoniacal solution turns a reddish colour /
OxpaiiBaine avMMHauyHOTO PacTBOPA B KPACHbIH
LBET.

Methyl Parabydroxybenzoate Complies /
(HPLC)/
MeTtunnaparuapoxcufensoar

(BIKX)

CooTBeTCTBYET

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principte
peak in the chromatogram of the Methy]
Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpess
yAePsKMBAHUA OCHOBHOTO NMUKA HA XPOMATOrPAMME
MCMLITYEMOrO PacTBOpPa 0JKHO COOTBETCTROBATD
BPeMEeHH YAEpKHBaHHA OCHOBHOTO NHKA Ha
XpPOMATOTpaMMe CTAHAAPTHOMO PACTROPA

! MeTunnaparuapokcufensoaTa (pasaen
«Metmnnaparunpokcuben3oar).

Average weight / Cpeanns
vacca

L

189.87mg / 189.87ur

189.99 mg =7.5% / 189.99 mMr £7.5%

Remarks : The Product conforms to NDJ
Mpumevanue: MpoaykT cooteeTcTRyeT TpeboBaduam HI

Conclusion : APPROVED |/
3akniovyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
HokymeHT ogobpen QOK:

A=

OokymenT npoeepeH OKK: A
\

Date / —

ﬂ:TZ'. \o. % 2028

Date /

[ata: \b '\ -2er g

FMQCO003-15-10

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 AHAJTH3A

~

Page2 of 4/ C1p. 2 n3 4

Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJE", TABJETKH 13,5 mr
Batch No/ Cepusa Ne; 485179 Batch Quantity / O6beM cepun:  5842packs / ynakosok
AR No / Auaantudecknii oruer Ne : ARF/277/2025|Date of Analysis / lata anaanza: 10.12.2025
Date of Mfg / lata npouzBoacrea:  11/2025 Date of Expiry / Fogen no: 10/2028
iAnalysis performed according ND / Ananns npoeenén no HJ1: IT N0O13745/01-180522, amend No. 1 dated
(09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Result / PesyabTarsl Specification / Hopma

e Test / MMoxkazareas

4 | Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee « 7.5
OHOPOAHOCTH N0 Macce %

2720 tablets NMT £15% / 2/20 ne Gonee = 15%

5 | Loss on drying / [Toteps 8 2.0% NMT 6.0 % / He Gonee 6.0 %

Macce Mpd BbICYLIMBAHHM

6 | Dissolution / 81-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) censozngos vepes 120 Mun

7 | Uniformity of Dosage units / AV =357 The acceptability index forn = 10 AV <LI.
ONHOPOAHOCTH 103HPOBAHHA In the case where the valug of AV ¢xceeds L1, a

test is carried out on the following 20 samples. For
n=230

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

M-xi| £ 0,01 = L2 x M.

L1 =150:L2=250.

[TokaszaTee npHeMAEMOCTH LA n=10 AV < L1.

B cayuae, ecnu 3naueHne AV npesbimaet L1,
NpoBOAAT HCIIBITAHUE Ha cieayrommx 20 obpazuax.
Hna n=30 AV <L1. Bee 3Hauenus xi a0/ Hb
yAOBJETBOPATh HEPABEHCTRY:

IM-xi| <001 x L2 x M.

L1=150.L2=230.

8 Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoauuecraeHnoe onpenesexue 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoromeTpus) Ot 12,15 30 15,33 mr {or 90.0 ao 1150 %)

14.03Mr/126 CEHHO3NNOB B NepecyeTe Ha CeHAo3na B B onHod
TabneTke.

Remarks : The Product conforms to ND/
NMpumeyanne: Npogykr cooTeetcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwvyeHue: OQOBPEHO

AokymeHT nposepeH OKK:

Checked by QC In-Charge / @

Approved by QA In-Charge /
DokymeHT ogobpen OOK:

e

Date /

fara,  \O \-rens”

Date /

Nara; 10 V-2 8

FMQC003-15-10

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
- CEPTHOHKAT AHAJIH3A

Cipla

Page 3 of4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Oponyxt: CEHAIIE", TABJETKH 13,5 mr

Batch No/ Cepust Ne: 485179 Batch Quantity / O6bem cepan:  5842packs / ynakoBok
AR No / Ananmrngecknii oruer Ne: ARF/277/2025 Date of Analysis / lara anannza:  10.12.2025
Date of Mfg / Java nponssogcrea:  11/2025 Date of Expiry / Togen no: 10/2028

Analysis performed according ND / Anaaus nposeaén no HI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / TlokazaTens

Result / Pe3ynbTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)
Copepxanne
METHINAparnIpokcnbeH3oaTa
(B X}

0.040mg/tab

0.040mr/Tab

0,028 — 0.056 mg/tab. / Ot 0.028 no 0,036 mr/Tab.

{0 | MICROBIAL LIMIT TEST/ MukpoGuronoruteckas 4ncToTa

16a) | Total Aerobic microbial count /
Ob1ee uveno arpoOHbIX

MHKPOOPTAHH3IMOB

20

Not more than 107 ¢fu/ g / He Bonee 107 /r

100 | Total combined yeast and mould
count / OGuee uueno
NNECHEBbIX M IPOHIKEBbIX

rpudos

<10

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

10 ¢) | Bile tolerant gram-negative
bacteria/ YeroluuBbie K
NESHCTBHIO KEMUN

rpamMoTpHLaTe/bHBIE DaKTepHU

Absent /OTCYyTCTBYIOT

Not more than 107/ g / He Gonee 107/

1t dy | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin } g/ OrcyTteTBHE B 1 T

10 e} | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyTcrBue B 1 T

10D | Salmonella

Absent / OTcyTCTBYOT

Absent in 10 g /Otcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT coorseTcTBYET TpeGosaHuam HI

Conclusion : APPROVED/
3aknwuenune: OAOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / P
NokymeHT npoeepeH OKK: ay ),, JokymeHT agofpen OOK: %}/’
B ey T e

FMQC003-15-10

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
CEPTUDPUKAT AHAJIWU3A

Page 4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Nponykr: CEHAJAE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485179

Batch Quantity / O6bem cepun:

5842packs / ynakosox

AR No / AnaaurHueckuii oruer Ne ; ARF/277/2025

Date of Analysis / JlaTa anamnsa:

10.12.2025

Date of Mfg / Jlata npou3BogcTBAa:

1§/2025

Date of Expiry /'ogen go:

10/2028

Analysis performed according ND / Anaau3 nposenén no HI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Moka3zaTeas

Result / PesyninTarhl

Specification / Hopma

11 | Package / Ynaxoska

Package / Ynakorka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Fo 20 Tabnetok 6
OJIMCTED M3 TUTEHKH
TI0;IMBUHHITXA0PHAHO i
(FIONHUITHICHOBOH/
MOAMBURHIMASHXIOPHUAHOH) H
amoMubreBoil donbru, no 25
OJIMCTEPOR B KAPTOHHYIO NMAYyKyY
C BNOKEeHMEM 23 UHCTPYKUMiE
0 NPUMEHEHHHD.

Package / Ynakoexa - 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. / Tlo 20
Tabnerok B GAHCTEP U3 IIEHKN TPEXCIOAHOH
(MIBX/NMIBIX) u antoMuHueBoit onbra. Mo 2
wau 3 GAMcTepa BMECTE ¢ MHCTpYKUMEH o
NPUMEHEHUIO B KAPTOHHYH Tauky. [1o 20 TabaeTok
B 0aKCTEP M3 MIEHKHA N0AHBUHHIXIOPUAHOH
(TIOINITHUIEHOBOI / NOTUBUHHIMACHXA0PHIHOM) W
ATFOMHHKEBOH dosery, no 25 GancTepos B
KapTOHHYEC TaUKy € BIIOMKEHUEM 25 MHCTPYKUHA 1o
MPUMEHEHUIO.

12 Labeling / Mapku1poBka

According to ND /

B coorretctenn ¢ H]

13 Storage conditions / Ycnosus
XpaHeHus

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

BbIle 25 °C.

14 Shelf life / Cpok roaHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanne: MpopykT cooTeercTyeT Tpebosannam HI

Conclusion : APPROVED /
3aknwyvernune: OQOBPEHO

Approved by QA In-Charge /

Checked by QC in-Charge / \ 7 \oP
HokymeHT nposeper OKK: _ OokymeHT oaobpeH OOK:

[ / /
Date / ' Date / e
fata: A\ e S fata: ton®

FMQC003-15-10

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




e

'MASTER COPY|

ss Authorized By (QA Head) 25|
Sign & Date: o
MASTER FORMAT
SIM PLOIM Nl;‘g:ém' Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM ! 1’4‘%.13‘5“‘1“21’” ' Ref. Doc. No. | QA/048 Page No. 1of2
INDIA.
Previous Product Name: Sengde Tokblel Previous Batch No.:_ 4§51 § LineNo.: T. T
Product Name: ___Sencde Tubfet Batch size: S70.0900 ksy
Export Order No.:_1506552/i0 Batch No. : 48517 9/SmOSoc 3000000 Nor
Mfg. Date: 1\j201S  Exp.Date: lof2072% Date of inspection: from _©2- 12 2¢ to_ ©3.12-2¢
Keys: ¥ = complies’OK , NA =Not Applicable , - =No defects are observed , X=Does not comply
Sr. DEFECTS SHIPPER NUMBER
No. o\ 15 27 37 Ly S 9
1. | Shipper Top / Bottom Taping ~ v v - - > \
2. | Shipper Overprinting / Labeliiig - - — — - o \
3. Packer Name [ISonaya [Sanavya phaktl | PV AT [sanjune | Teiq \
4, Shipper Fill Value (\ceXx 25X 279 ~ - " N -~ — ¥ \ *(L\Z % S| x o)
Outer Carton Overprinting/ WA NA NA A \
3| Serialization NA | A
Inner Carton Overprintin
6 | Seridfization ¥ v \/ v g v - \
7. | Broken tablets - - ~ - -~ - \
8, | Missing Leajlet - ~ ~ - - - \
Blister Overprinting / Smudging
10. | Missing units/Extra units - - - - - - \
11. | Chipping/ Mottled Tablets - - - - - - MR
12. | Spot/ Powder In Blister / Tablets - - - - ~ B N \
13. | Sticking / Picking — ~ - - - - o3y L8
14 Sealing/foil/ pinhole/ forming _ - _ ~
" | defects B -
15 Blister /Wrinkies / Iinproper _ _ _ _ _ _
" | Knurling/ Torn pocket
16 Foreign Product/Foreign/ _ N : - B
" | extraneous Material "
47 | Wrong appearance/different shape ~ _ _ - \
| of tablets/blister - B
18. | Colour of tablets ~ - ol st — o
19. | * Other defect - - - - _ - {
21. | Total Defects - - ~ - - - \
22. [ Total replaced Units A MNA A N A A NIA \
23, Shlﬁ ppizrs;vezlgg;'%zleggh sm,pper) 241306 2\ 185 2V 5 (2180 (2140 (993 \
Y ,
Done By onehal[spehal [snehal|snehal eegu\\' Ee(ﬂu\"q \
> o
|l e | e | B =™ | =
Chec]"‘edBy 02:42-25 |69.12-25|02-12-25]e241- 25|03 1L LS 01022 S
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-01
CINIRGL TED L




'MASTER COPY

e et str——

SS Authorized B; (—(.QA_ ;-Iead)

: Sign & Date: - 03-20%7]
MASTER FORMAT i 22
S Ve ™ | Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
,PERNEM ,
A 03513, Ref. Doc. No. | QA/048 Page No. 2 of 2
INDIA.
FINAL INSPECTION CHECKLIST:
Total shippers packed in ST Full 4 o1 Loose Total shippers checked in batch oc
Batch
- > -
Total Quantity packed STUL X LS x 101 % of Pack Stock carried out on o,
batch
Defect Observed ' .
* If any Other defect observed —
Nature Of Defect Observed ( Critical, Major, Minor)
Action Plan For Defect A
Corrective Action And Preventive Action ( CAPA)
( If Applicable For Details Enter CAPA Number) A
Decision For Further Pack Stock Inspection A
Total Replaced Unit Blister/Carton/Shipper uA
e
Certified By: C7°°>‘\1 2% Rechecked By: /@ 0312 25 Approved By: @.}:’f 122 C
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-01

CUN Tﬁi)’;mt&ﬁ LBy
sign. S0 )L cate 2Rn2Y
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