Cipia Ltd.

BATCH RELEASE CERTIFICATE
) (FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

| *Lot / Packing Batch number :485173 | **Manufacturing Batch number:NA J
Importing Country  :Russia Customer :Dr.Reddy’s Laboratories
SA
Sales Order No. :9506552/10 Quantity released: 5845X25X20's

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

Name and address of | Cipla Ltd., Peninsula Business Park
Marketing Authorization | Lower Parel, Mumbai, India
Holder:

Strength / Potency : Dosage form :Uncoated Tablets |

Senna extract equivalent to 13.5 mg of Sennosides
A &B as Calcium Salts.

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 | 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 i
manufacturer - N
Results of analysis : Certificate of analysis attached |

Comments/remarks e

| -
*Packing lot/ batch number should be mentioned.
“*Write NA if not applicable
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Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Genéric Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485173 ]

Certification statement

. | hereby certify that the information is authentic and accurate.j

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
(without_déviation) (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 batch
release

: Puja Kashalkar.

Quality Assurance Executive.
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,

Tuem Pernem,

Goa - 403512
India
Signature of person 5 _f
authorizing  the  batch é/;\“ |
release /- |
|
Date of signature 292825 ‘
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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJTHM3A

~

Page 1 of 4 /Cip. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaywr: CEHA/IE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485173

Batch Quantity / O6besm ceprn:

5845packs / ynaxosok

|AR No / Ananutuuecknii oruer No: ARF/259/2025

Date of Analysis / Jlara anaausza: 22.11.2025

Date of Mfg / lata npoussojacra:  11/2025

Date of Expiry / Tojien j1o:

10/2028

Analysis performed according ND / Ananus nposenén no HJE: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N0O13745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne =
Test / TiokazaTenn

Result / PesyabtaTtsl

Specification / Hopma

| Description / OnucaHue

Complies / CooTeTcTBYET

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. / [110ckue kpyribie Tabaetiu co
CKOLIEHHBIMM KPASIMH OT KOPUHHEBOTO 10 TENHO-
KOPHYHEBOIO 1BETA C BKpanaeHusMu. Ha oanoii
CTOpoHe TadneTkn BbiaaBneHo cnoso «CIPLA», Ha
JAPYTOii - JIMHUA paznoma.

2 Identification / [ToaANMHHOCTE

2a) | Anthraquinone glycosides / Complies / " Ammoniacal solution turns a reddish colour /
) CooTeeTcTRYET OxkpaluBaHie aMMHAYHOTO PACTBOPA B KPACHBII
AHTPANHHOHOBBIC TINKO3H/1bI i
LBeT.
2b) Melh§| Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTteeTcTRYET | chromatogram ot the sample solution should
MetuanaparnapokcHoensoar | corresponds to the retention time of the principle
(BKX) peak in the chromatogram of the Methyl
Parahydroxvbenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VIepPKUBAHUS OCHOBHOIO MUK HA XPOMATOTrpamMme
MCIBITYEMOTO PACTBOPA 10JIAKHO COOTBETCTBOBATH
| BpeMeHH y1epiHBaHHS OCHOBHOTO NUKa Ha
XpOMaTorpaMmMe CTaHAApTHOro pacTBopa
MeTHanaparnapokcubensoara (pasae
«MeTtuinaparsapoxcideHsoar).
3 | Average weight / Cpenusas 193.23mg / 193,23mr | 189.99 mg £7.5% / 189.99 mr +7.5%
maccea !

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooTeeTcTBYET TpebosaHuam HA

Conclusion : APPROVED /
3aknwueHue: OOOEPEHO

Checked by QC In-Charge / )
LokymeHT npoeepeH OKK: %C;; e

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

e

Date /

Py e
[aTa: K3 =3

Date /

Jata il

FMQC003-15-10

Cipla Lid..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Lid.. Plot No. 60-65. Tuem Industrial Estate, Tuem. Pernem Goa -403312
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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJTM3A

&oipic

Page2 of 4/Crp.2 uz 4

Product: SENADE TABLETS 13.5 mg

[poayvkr: CEHAAL", TABJIETKH 13,5 mr

485173

Batch Quantity / Odben cepun:

5845packs / ynakosor

Batch No / Cepusn Ne :

AR No / Ananuruaecknii oruer Ne : ARF/259/2025

Date of Analysis / Jlata anaanza: 22.11.2025

11/2025

Date of Mfg / Jlara npoussoacrsa:

Date of Expiry / I'ogen jo:

10/2028

Analysis performed according ND / Ananns nposenén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

-

Nu
Test / Nokazatenn

Result / PesyabTatel

Specification / Hopnia

4 | Uniformity of weight /
OJIHOPOAHOCTE M0 Macce

Complies / CootBercTBYeT

18/20 tablets NMT £ 7.5 % / 18/20 we Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ne donee + 15%

5 | Loss ondrying / TToreps B 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICYLLHBAH UM
6 Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopene He menee 70 % (Q) cennosnaos uepes 120 mun
7 | Uniformity of Dosage units / AV =54 The acceptability index forn =10 AV < L.

OaHOPOAHOCTEL 103MPOBAH U

In the case where the value of AV exceeds L1. a
test is carried out on the following 20 samples. For
n=30

AV < LI1. All values of xi must satisfy the
inequality:

IM-xi| £ 0,01 x L2 x M.

L =0135:0; 1.2=25.0.

[Mokazatens npuemsemocti s n=10 AV < ||,

B cayuae, ecnn 3nauenme AV npessimaer L1,
MPOBOAAT MCHbITAHKE HA Cacaviowmx 20 odpasuax.
Jaa n=30 AV < L1. Bce 3nauenus xi 1070%Hbi
YJIOBJIETBOPATL HEPABEHCTBY:

[M-xif < 0,01 x L2 x M.

[.f =15,0; L2=250.

8 | Assay (Spectrophotometry)
KosnnuecTBeHHOE  OnpeneiieHine
(CnextpodoTomerpus)

14.09mg/tab /

14.09vr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one 1ablet. /
Ot 12,15 no 15,53 mr (ot 90,0 a0 1150 %)
CEHHO3MIIOB B nepectere Ha ceHnosna B B onnoii
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanwme: [poaykT cooTBeTCTBYET Tpebosanuam H/I

Conclusion : APPROVED /
3aknwueHue: OOOBPEHO

Checked by QC In-Charge / - ,
HokymeHT nposeped OKK: ‘“"o’[» TP

==

o

HokymeHT ogobpeH QOK:

Approved by QA In-Charge / g;
L

Date /

e R Ly A

' Date /
‘ [lata:

11-\‘-101{

o

FMOQCO003-15-10

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIIZA

Page3 of 4/ Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJAETKH 13,5 mr L

Batch No/ Cepua Ne: 485173

Batch Quantity / Odues cepun:  5845packs / VuarkoBok

AR No

/ AHajuTHYecKnil oTueT No :

ARF/259/2025 | Date of Analysis / lara anaanza: 22.11.2025

‘Date of Mfg / Jlata npoussojacrsa:

11/2025 Date of Expiry / 'oaen jo: 10/2028

Analysis performed according ND / Anaans nposeién no H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 (09.07.2024

M ' Result / I’es_v.ru,"mﬁ,i_ ] Specification / Hopma
No [
| Test/ llokasarenn
| - s
9 | Content of Methyl 0.042mg/tab 0.028 — 0.036 mg/tab. / Or 0,028 1o 0,056 mr/rad.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHITIaparuapokenden3oara 0.042Mr/7a6 |
(BOXKX)
|
10 | MICROBIAL LIMIT TEST/ Mukpo6Honorndeckas 4uctora
10a) | Total Aerobic microbial count /
Obuee HHCI0 aIPOOHBLIX 30 Not more than 10" cfu/ ¢ / He Gonee 10* /r
MUKPOOPIraHH3MOB ;
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r |
count / OGwee uneao - ‘
TUIECHEBbIX H APOKKEBbIX
rpndos “
| 10¢) | Bile tolerant gram-negative Absent f()rcy"rcm}ﬁffa; | Not more than 107/ ¢/ He bonee 10° /r
| bacteria/ YcToiiunBbie K f )
| | ACHCTBHIO KeA4H |
‘. rpaMoTpHuaTe/bHble OaKTepHu
!
| 10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OteytetBue B 1 1
! 10¢) | Escherichia coli Absent /OTcyrerBytor | Absentin 1 g/OtcyrctBue B 1 r
Ll"ﬂ Salmonella Absent / OTeyTCTBYIOT Absent in 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Npumeuanue: MNpoaykr cooteeTcTByeT Tpebosaquam HJ | 3aknwyenne: OOOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge /
[okymeHnt nposepex OKK:

- SR

\

. NokymeHT opobpen OOK: /w

‘ Approved by QA In-Charge / E;

Date /
| fata:

2D L TROLET

E:_trea/ Q.l.\\-zr_‘.lf

FMQCO003-15-10

Cipla 11d..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.
At - Simchem Pvi. Lid., Plot No. 60-63, Tuem Industrial Estate. Tuem. Pernem Goa -403512
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 us 4

Product: SENADE TABLETS 13.5 mg

l'[poﬂm‘: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485173

Batch Quantity / O0ney cepun:

3845packs / ynarosor

AR No / Auaanruyeckuii orger No : ARF/259/2025

Date of Analysis / Jlata apaausa: 22.11.2025

Date of Mfg / lata npoussoacrsa:  11/2025

Date of Expiry / T'ojaen 1o0:

10/2028

Analysis performed according ND / Anaans nposeaén no H/L: T N013745/01-180522, amend No. 1 dated

09.07.2024 / T1 NO13745/01-180522, usa. Ne 1 o1 09.07.2024

! Result / Pesyabrarsbt
No |
Test / [Mokaszaveins i

|

_Speciﬁcalion / Hopma

11 | Package / ¥nakoska | Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil. 25 blisters with
25 patient information leaflets in
‘ a carton. / I1o 20 Tabnerok B
OncTep U3 MJIeHKH
NOTHBHHIIXITOPHIHO
(noanITHICHOBOIT/
MOJIMBHHMITHICHXIOPHAHON) 1
amoMunueBoit Gonbru, no 25
OIMCTEPOB B KAPTOHHYIO NAYKy
¢ BNONKEHHEeM 25 HHCTPYKUMi
110 NPHMEHEHHIO,

|

[Package / Ynakoska - 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. / Ilo 20
TabneToK B OMCTEep M3 NIIGHKN TPEXCIO0HHON
(MBXATTIBX) 1 amosmunnesoit hoasru. [lo 2
uiH 3 GancTepa BMECTE € MHCTPYKUMEH no
MPUMEHEHHIO B KapToHHyto navky. [To 20 Tabaerok
B OMCTep U3 [UIEHKW NOTHBUHHIXTOPUAHOT
(MOANITHACHOBO | MOTHBUHHIMASHXIIOPHIHOM)
anomitinesoit gonbru, no 25 GaucTepos B
KaPTOHHYIO NAYKY € BAOKEHNEM 25 MHCTPYKUHIA 110
NPHMEHEHHUIO.

12 Labeling / Mapkupogka | According to ND /

‘ B cootsercTun ¢ HJL

I3 Storage conditions / Ycnosus l In a dry place, at temperature below 25 “C./ B cyxom MecTe npy Temieparype He
XpaHeHus! Bhlwe 25 °C.
14 Shelf life / Cpok roanocti 3 years /3 roaa

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooteeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwouernune: OQOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT npoeepeH OKK SC,L»/ e HokymeHT opobperd OOK ek
Date / - Date / ~
fara: 22 ‘! 702t Oata: g &= BERR

FMQC003-15-10

Cipla Ltd..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel. Mumbai - 4000135. India.
At ; Simchem Pvt. Lid.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa 403312




Authorized By (QA ‘Head)

Sign & Date: LI
o 7 S ~ MASTER FORMAT | < Q‘%
IMCHEM PVY. LTD. ) o
g 6065, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA — 403512, Ref. Doc. No. | QA/048 Page No. {of2
INDIA.
Previous Product Name: S(fﬂg_d_(i Tulbylet - Previous Batch NO.Tif pEES R Line No. : e _I:T______
Product Name: __ Scencde Tabiet TS Batch size: S 10 ooc X
Export Order No.: €S06552 /10 BatchNo. : =217 3[saneean  30e0veo Nor
Mfg. Date: 11/ 202s  Exp.Date:_ o/ 202% Date of inspection: from (& w125 o 1s- s
Keys: ¥ = complies/OK , NA = Not Applicable - = No defects are observed , X= Does not comply
Sr SHIPPER NUMBER
N i DEFECTS "
o e\ 24 | 31 | uy | 5S
1. | Shipper Top / Bottom Taping v ~/ - w1 s s \
| 2. | Shipper Overprinting / [abeling »/ i v o L > \
3. Packer Name Py iy | Pevdy | Bharh | Pranigad Aasta| Teiy T
4. | Shipper Fill Value (fcexas®2:’s) v v o — " — * | \*HS¥2b«201)
g |HEE e NA | RA L ua [ ea | mA | wA
Serialization . -
6 Inm:r Carton Overprinting/ . o - oF g _ \
) Serialization - - o =
7. | Broken tablets = = = | \
8. | Missing Leaflet == = = i ) ) \
9 Blister Qvéfprinting / Smudging - b _ y - Py \
Embossing - .
10. | Missing units/Extra units ~ = = - : - \
11. | Chipping/ Mottled Tablets = - = - - - NA
12. | Spot/ Powder In Blister / Tablets . — = B = , ewdi] \
13. | Sticking / Picking - i - iy . e s V]
Sealing/foil/ pinhole/ forming - ~
14. B = - n
defects
15 Blister /Wrinkles / Improper B _ B _ - \
" | Knurling/ Torn pocket h
Foreign Product/Foreign/ - -
16. ) . — - = =
extraneous Maternal o | I
17 Wrong appearance/different shape B _ _ _ . -
" | of tablets/blister o - .
18. | Colour of tablets . i T \./ i  =E o \
19. | * Other defect = ) = > : - \
21. | Total Defects > = = - A \
22. | Total replaced Units RA | oA A A | seA | N P T
23. | Shipper weight of each shipper o ‘ T
after inspection (kllopmn/glam) BAESES] (VR [ e
- s \ R ) \ o
_ = A o wC
Done By 5 L X ¢ er o AT PP \
_ o B_ 1B |[= | | & | =
Checked B)’ 145 WS (M4 1S [VS 0 TS) 1% ol B S o A4S o

Confidential Document

Restricted circulation

o 20 2y

FORMAT NO - FMQA048-02-01




Authorized By (QA Head)
Sign & Date: (,:;,\}/:[fh, o

o . .B MASTER FORMAT
SIMCHEM PVT. LTD. :

PLOT Ne: 60-65. Title PACK STOCK INSPECTION CHECKLIST -EXPOR'
TUEM INDUSTRIAL ESTATE,

TUEM , PERNEM , :
GOA — 403512, Ref. Doc. Ne. QA/048 ’ pﬂge Na. 2af2

INDIA.

FINAL INSPECTION CHECKLIST:

Total shippers packed in i Total shi s checked in batch
2P " 3% Full 4+ o) Louse - SEERE e o6
Batch
t ki ° 1
Total Quantity packed BReR @ wl o :to; Pack Stock carried out on i
atc

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) o
(If Applicable For Details Enter CAPA Number) e -
Decision For Further Pack Stock Inspection IR
s
Total Replaced Unit Blister/Carton/Shipper " o
~
@ ; er o P -
Certified By: C i Rechecked By: @ 15-i125 Approved By: L}U"\‘\L R ]
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)

s

Confidential Document Restricted circulation FORMAT NO - FMQA048-02-01
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