Cipla Ltd.

BATCH RELEASE CERTIFICATE
: (FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485176 ! **Manufacturing Batch number:NA ,

Customer :Dr.Reddy’s Laboratories

Importing Count ‘Russia
porting Lountry SA

Sales Order No. :9506552/10 Quantity released: 5834X25X20’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 :

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 :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
manufacturer

Results of analysis . Certificate of analysis attached

Comments/remarks D -

*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 :485176

[ 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
without deviation (or (with_deviations) assessed as having no
effect on the quality of the finished product. Details of any such

deviations are appended). nevieion No: DRIQC 25 ~0ey

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 | : NP
authorizing the batch /gﬂ) -
release —
Date of signature Co L2075
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTUGHKAT AHATH3A

. Page 1 of4/Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAJIE", TABJETKH 13,5 mr
Batch No / Cepunt Ne: 485176 Batch Quantity / O6vem ceprn:  3834packs / ynakoBok
AR No / Anasnruyuecknii oruer Ne : ARF/269/2025 Date of Analysis / Tata anaaunsa: 06.12.2025
Date of Mfo / [lata npon3soacrea: _ 11/2025 Date of Expiry / Toaen no: 10/2028

Analysis performed according ND / Anaus nposenén no HI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / lTokazarteib

Result / Peay. 1bTaThl Specification / Hopma

1 Description / Onncanue

Complies / CoOTBETCTBYET Flat circular tabiets 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. / Tlnockue Kpyribie TalRETKH CO
CKOLIEHHBIMH KPagMy 0T KOPUUHEBOrO 10 TEMHO-
KOPMYHEBOTO UBETA C BKpanneHuaMu. Ha oaroit
cTopoHe TabneTky BblaaBieHo cnoso «CIPLA». Ha

{ ApyTOli - TAHHUA pasioMa.

2]

Identification / TloonvHHOCTG

2a) | Anthraquinone glycosides / Compiies / Ammoniacal solution turns a reddish colour /
CooTeercTBYET OxpauiMBalne aMMHauHOrO PacTBOpa B KPacHbIid
AHTPaxWHOHOBbIE FTHKOIUIBI
: uBeT.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CoOTRETCTBYET chromatogram of the sample solution shouid
MeTunnaparniapokcHbenioar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate»n) / Bpems
YAEPKYBAHUA OCHOBHOIO MMHKA HA XpOMaTorpamMme
MCABITYEMOTO PACTBOPA A0/KHO COOTBETCTBOBATH
BPEMCHU YACPDHKHBAHHA OCHOBHOTO NHK4 Ha
XpomaTorpamme CTaHAApPTHOTO PAcTBOpa
mMeTuanaparuapokcudeHzoaTa (pasien
«MeTnanapariipoxcuiOeH30ar).

3 | Average weight/ Cpeanas 190.25mg / 190,25mr 189.99 mg +7.5% / 189.99 Mmr=7.5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Npumeyanme: MpogykT cooraseTcTyeT TpeCosannam HO | 3akniovenue: OQOCBPEHO

Checked by QC In-Charge /
[JokymeHT npoeepeH OKK:

ST Approved by QA In-Charge / s
ifu ~ AokymenT oao6ped OCK: W

Date /

.
fara,_ €< 122093

Date/

ﬂaTa: Oéilielf

FMQC003-13-10

Cipla Lid..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 -403312




CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Cipla

Page 2 0of4/Ctp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No/Cepna Ne: 485176

Batch Quantity / Ofnem cepumn:

§834packs / ynakoBok

AR No/ Anannrnueckui oruer Noe :

ARF/269/2025

Date of Analysis / [lara anannza: 06.12.2025

Date of Mfg / llata npon3soacrea:  11/2025

Date of Expiry / T'oaen no:

10/2028

Analysis performed according ND / Anasss nposea&n no HJT: IT N0O13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesysbTathl Specification / Hopma

Ne Test / TlokaszaTesan

4 | Uniformity of weight / Complies / CooTeeTcTBYRT [8/20 tablets NMT = 7.5 % / 18/20 ne Gomee = 7.5
OaHOpPOIHOCTh MO MAcce %

2/20 tablets NMT +15% / 2/20 ne Sonee = 15%

5 | Loss ondrying / TloTeps B 1.7% NMT 6.0 % / He Gonee 6.0 %

Macce PH BbICYLTHBAHUH

6 | Dissolution / 77-84% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 %0 (Q) cennoznaor yepes 120 MUH

7 | Uniformity of Dosage units / AV =6.1 i The acceptability index forn =10 AV <L1.
OAHOPOAHOCTh 103MPOBAHKS 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. Al values of xi must satisfy the
inequality:

M-xit = 0,01 = L2 x M.

L1=15.0,12=250.

TMoxazareab npuemaeMocty aaa n=10 AV < L|.

B cayuae, ecai 3HaueHue AV npesbiwtaet LI,
MPOBOJAT UCMbITAHWE HA cedyownx 20 obpasuax. |
HOaan=30 AV < L1. Bce 3HaueHua Xi 100KHbI
YIAOBICTBOPATE HEPABEHCTBY!

M-xi =001 x L2 x M.

L1 =150:L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE onpeaesieHHe 14.10mg/tab / sennosides calculated as sennoside B in one tablet, /
(CriekTpodoroMeTpHs} Ot 12,15 10 15,53 Mr {07 90,0 1o 115.0 %)

14.10Mr/T26 CEHHO3MAOE B TIEPECUYETE HA CeHHO3MA B B onHO#
tabneTke.

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cooTeeTcTRYET TPeboBaHnam HI

Conclusion : APPROVED /
3aknwyeHune: OQOBPEHO

Checked by QC In-Charge / é =y

HokymenT npoeepeH OKK:

Approved by QA In-Charge /
HokymerT ofobpen OOK:

Sareer

Date /

©C 120N
Hara: o l =

Date /

NaTa: 0L-i2.2007

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 AHATH3A

Page 3 of 4/ Crp. I n3z 4

Product: SENADE TABLETS 13,5 mg Opoayxkr: CEHAJIE", TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 485176 Batch Quantity / O6pem cepun:  5834packs / ynakoBok

AR No / AnannTndecknii oruer Ne : ARF/269/2025 | Date of Analysis / Jara ananun3za: 06.12.2025

Date of Mfg / Jara npon3BogcTea: _ 11/2025 Date of Expiry / I'onen no: 10/2028

|

' Analysis performed according ND / Anasini nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyibTaTbE Specification / Hopma
N Test / Toxasatens _
9 | Content of Methyl 0.04 limg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 mriTad.
parahydroxybenzoate(HPLC)/
Coaepxanue .
MeTHanaparkpokcubensoara 0.04 | Mr/1a6
(B2XKX)

[0 | MICROBIAL LIMIT TEST/ MukpoOuoaoru4eckas yueToTa

10a) | Total Aerobic microbial count /
Obluiiee 4HCTO a3POOHBIX 10 Not more than 10" ¢fu/ g / He 6onee 10° /1
MHKPOOPTaHH3IMOB
100} | Total combined yeast and mould Not more than 10° ¢fu/ g /He Gonee 107 /1
i count / OB1ee Yucno <10
IECHEBBIX M IPOXOIKEBIX
rpuboB
16¢) | Bile tolerant gram-negative Absent /OTeyTCTRYIOT Not more than 107/ g / He Gonee 107 /1
i bacteria/ YeTol4uBEIE K
| TEACTBHIO KENUH
! FpaMoTpHUATENLHbIE GaKTepUy
10d) | Staphylococcus aureus Absent /OtcyTeTRYIOT Absentin 1 g/ OtcytctBHe B 1
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | ¢/ OtcyTetBue B 11
101 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g /Orcyvereuc B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: NpoaykT cooteetctayeT TpebosaHuam HA | 3akniouenne: OQOBPEHO
Checked by QC In-Charge / " b Approved by QA In-Charge / ap
[okymeHT nposepen OKK: if [okymeHT ogoBper OOK: }3‘&*
Date / %.‘L‘?c"/)" Date / Lot
Jara: farta: 06

FMQCO003-15-10

Cipla Ltd..Cipla House. Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid., Plot No. 60-65, Tuem Industrial Estate. Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Paged4 of 4/ Ctp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoavkr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485176 Batch Quantity / O6nem cepun:  5834packs / ynakosox
AR No / Anajmtudecknii otaer Ne : ARF/269/2025!Date of Analysis / JaTa anannza: 06.12.2025
Date of Mfg / Tata nponzBoacrea: 1172025 Date of Expiry / T'oaen g0: 10/2028

Analysis performed according ND / Ananns nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / TI N013745/01-180522, usm. Ne 1 ot 09.07.2024

Test / [NokazaTte.b

Result / Pe3ynsLTaThl

Specification / Hopma

11 | Package / ¥nakoska

Package / YnakoBka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 TaGnetox B
GancTep 13 MNeHKH
MOIMBHHHANAOPH AHOH
(momMaTHNeHOBOM/
NOJHBHHTUASHXIOPULHOH) U
AMOMHHKEEBOA Qosibry, no 23
OJUCTEPOR B KAPTOHHYIO MA4KY
¢ BAOWEHHEM 25 HHCTPYKUHH
Mo 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. / Io 20
TabaeTok B GAUCTEp W3 NIIeHKH TPEXCIORHOI
(FBX/IT3/MBAX) v anromudueroi honeru. 1To 2
WK 3 GaucTepa BMECTe ¢ HHCTpYKLUMEH Mo
TIPUMEHEHHEO B KapToHHyo madxy. Mo 20 radnetox
B ONMUCTEP W3 TUIEHKH TIOMMBHHUIXIOPUIROM ‘
(MONMITUACHOBOH / MOMHBHHUITMISHXTOPHAHOM) H
amomMuHnesol Gonerd. no 25 6nuctepos B
KapTOHHYIO MavyKy ¢ BIOKEHUEM 25 HHCTPYKiHA No
NpYMeHEeHHUIO.

12 Labeling / Mapkuposka

According to ND /

B cootsetcTBur ¢ HJT

13 Storage conditions / Ycnoens
XpaHeHus

In a dry place, at temperature below 25 °C. / B cyXoM MecTe NpH TEMNEpaType He

Bbile 25 °C.

14 Shelf life / Cpox ronnocTy

3 years /3 rona

Remarks : The Product conforms to NG/
MNpumeyanue: Mpoaykr cooteeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknwvenne: OQOBPEHO

Checked by QC In-Charge /

= o

Approved by QA In-Charge /

et

JokymeHT nposepeH OKK: _L— HoxkymeHT opobper QOK:
Date / s Date /
Nata: &€ 12-70r 8 [ata: 06 12-202%

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



Authorized By (QA Head) <i
. : 2«5;2[
R

Sign & Date:
MASTER FORMAT ) :
SIMCHEM PVTY. LTD.
PLOT No. 60-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, [—
TUEM ,PERNEM ,
GOA — 403512, Ref. Doc. No. | QA/048 Page No. 10f2
INDIA.
Previous Product Name: Senade Tablet Previous Batch No.: 485175 LineNo.: T, 1L

Product Name:

Sevade Talbled

Batch size: 57c-00¢ <95

Export Order No.: 9506552 /10

Mfg. Date: \V\ /2035

Exp. Date: 1o /2025

Batch No. 485 1 7 6/5!’\70503

Date of inspection: from 28\ 25

ACéuoat MO'S

to 22 w18

Keys: v = complies/fOK , NA = Not Applicable

, - = No defects are observed

. %= Does not comply

Sr SHIPPER NUMBER
' DEFECTS
No. oy VL 2% 24 4 e < 9
1. | Shipper Top / Bottom Taping v v v — — o \
2. | Shipper Overprinting / Labeling ~/ v v - - - \
3. Packer Name IShivani [sanjana | Tejo  |[Pratikshalparshada| Prite \
4. | Shipper Fill Value (1oex25x2¢8s) | v v o — o *1 O\ *(BA x ad x2e7)
Outer Carton Overprinting/ A
e . A A A
> Serialization NA N R NA M N
6. lnnfar Cmon Overprinting/ — — — o _ _
Serialization
7. Broken tablets - - = - - \
8. | Missing Leaflet - - - - - - \ |
. v [ [ -
9 Blister Qverprmtmg / Smudging — — — _ ~ _ ‘
Embossing
10. | Missing units/Extra units - - - - - - \ ‘
11. | Chipping/ Mottled Tablets -~ - - - - - NA
12. | Spot/ Powder In Blister / Tablets - - - - _ _
ov owder! =
13. | Sticking / Picking — — - - - B Leais
Sealing/foil/ pinhole/ forming _ _ \
14. - - , )
defects
15 Blister /Wrinkles / Improper _ - _ _ - \
"_{ Knurling/ Torn pocket '
16 Foreign Product/Foreign/ _ - _ _
" | extraneous Material B - \
17 Wrong appearance/different shape — — _ B
" | of tablets/blister - ~
18. | Colour of tablets v v 1o o 1. \
19. | * Other defect - - - - - - \
21. | Total Defects - - - - \
22. | Total replaced Units N A NA A A A A \
23 | Shipper weight of each shipper ) aqs by, 070 |2 oas| 2 536
after inspection (kildfg-ram/gram) 21-030 20935 121-070 21 o ° 7
. o LR A o
Done By [pee F“""N gcefd‘\‘ gﬁd& o @\n“\ g N * S b
g W | =
Checked By 281035 |28 125 289125 2 L O S k% A
Confidential Dacurnent Restricted circulation FORMAT NO.: FMQA048-02-01
AANMT A B
CONTAOLLED & o
S @ . DATE (911287




. MASTER FORMAT

Authorized By (QA Head)

Sign & Date: %}%ogyw?ﬁ

SIMCHEM PVT. LTD. ]
PLOT No. 60-65, Tide
TUEM INDUSTRIAL ESTATE,

PACK STOCK INSPECTION CHECKLIST -EXPORT

TUEM , PERNEM ,

INDIA.

GOA — 403512, Ref. Doc. No. | QA/048

Page No. 20f2

FINAL INSPECTION CHECKLIST:

Total shippers packed in 59 Coll 4 o Loose Total shippers checked in batch oc
Batch
- - .
Total Quantity packed S16 X 1S % 208 % of Pack Stock carried out on oy
1 batch
Defect Observed

* If any Other defect observed

Nature Of Defect Observed ( Critical, Major, Minor)

Action Plan For Defect

Corrective Action And Preventive Action ( CAPA)
{ If Applicable For Details Enter CAPA Number)

Decision For Further Pack Stock Inspection

Total Replaced Unit Blister/Carton/Shipper

Certified By: s 281 1& Rechecked By:

“ -~
@""L'c%,g A% 2025 Apnroved By:

(Quality Assurance Head / Executive)

<

ﬂ-\ " : e ———

CONTAUL
‘Sn@-"‘..‘..

———

(Packing Officer) {QA Officer)
Confidential Document Restricted circulation
¥ Da_fg fg’("M
g \ any

LEL
pate (20102

......... »

I3

FORMAT NO.: FM(QA048-02-01
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