Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name fSennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485174

| **Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10

Quantity released: 5848X25X20’'s

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

Name and address of
Marketing Authorization
Holder:

Lower Parel, Mumbai, India

Cipla Ltd., Peninsula Business Park

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 :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

*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 :485174

Certification statement . | hereby certify that the information is authentic and accurate.
This batch of product has been manufactured, inciuding
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

ithout 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/title 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 | : o P
authorizing the batch go‘\/

release s

Date of signature DA \202¢
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIU3A

Page 1 of 4 / Cp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485174

Batch Quantity / O6bem cepuu:

5848packs / ynakosok

1AR No / Anaantaueckuii oruer Ne: ARF/261/2025|Date of Analysis / lata ananuza: 25.11.2025

Date of Mfg / lata npoussoacrea:  11/2025

Date of Expiry / I'ongen jio:

10/2028

Analysis performed according ND / Anannz nposeén mo HJ/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [Tokazatenn

Result / PesyabTarst

Specification / Hopma

1 Description / Onucanue

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. / [Tnockue kpyribie TadaeTku co
CKOLIEHHBIMH KPasMH OT KOPHUHEBOIO JI0 TEMHO-
KOPHYHEBOTO 1IBETA ¢ BKpanieHusMu. Ha onnoii
cTopoHe TadaeTKH BblaaBneHo clioBo «CIPLA», Ha
JIPYro# - TMHUS paznoma.

2 | Identification / TToanuHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootretcTRyeT OxpalnnBaHMe aMMHUa4HOrO pacTBOpa B KpacHsIii

AHTPAXHHOHOBbIE TTHKO3HbI -

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTBYyET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

L)

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
VAEPAHBAHUS OCHOBHOIO MHKA HA XPOMATOrpaMMe
_MCIILITYEMOI0 PacTBOPa J0JIKHO COOTBETCTBOBATD
BPEMEHH YIepKHBAHHA OCHOBHOTO ITHKA Ha
XpOMaToOrpaMMe CTaH1apTHOrO pacTBOpa
meTnanaparuapokcubensoata (pazaen
«MeTtunnaparuapokcudeHsoar).

3 | Average weight / Cpennsisi
macca

193.51mg / 193,51mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooteeTcTByeT Tpebosanuam HJ

Conclusion : APPROVED /
3akntodenue: OOOBPEHO

Checked by QC In-Charge / _ﬁ[/‘ o
[okymeHT nposepeH OKK: E S

Approved by QA In-Charge /

HokymeHT ogobper OOK: M

foer

Date /

o
i 2AS-n. 1oy

Date /

Jata: QS Av-2e2y”

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid.. Plot No. 60-635, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Clipla

CERTIFICATE OF ANALYSIS

-

CEPTHO®UKAT AHAJIM3A

Page2 of 4 /Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485174

Batch Quantity / Oowem cepun:  5848packs / ynakosox

'AR No / Ananurugecknii oruer Ne : ARF/261/2025|Date of Analysis / lara ananu3za: 25.11.2025

Date of Mfg / laTa nponsBoactsa:  11/2025 Date of Expiry / I'ogen jo: 10/2028

Analysis performed according ND / Ananuz nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Tloka3zarein

Result / Pesynbrats Specification / Hopma

4 | Uniformity of weight /

Complies / CooTsetcTBYET 18/20 tablets NMT + 7.5 % / 18/20 e donee + 7.5

PactBopenue

OAHOPOAHOCTH [0 Macce %
2/20 tablets NMT +15% / 2/20 ne 6osiee + 15%
5 | Loss on drying / [Toteps B 1.7% NMT 6.0 % / He 6onee 6,0 %
MAacce MpPH BbICYIHBAHMH
6 | Dissolution / 78-90% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units /
OaHOPOAHOCTE 103HPOBAH S

AV=535 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=30

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

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

L1 = 15.0; L2 =25.0.

[Tokazarent npuemaemoctu s n=10 AV < L1.

B cnyuae, ecan 3Hauverne AV npesbiiuaer L1,
[POBOJT HCNBITAHKE Ha caenyiownx 20 obpaszuax.
Ja n=30 AV <L1. Bce 3Hauenus Xi 101KHbl
YIOBIIETBOPSTh HEPABEHCTRY:

IM-xi| £0,01 x L2 x M,

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

8§ | Assay (Spectrophotometry)
KonuuectBeHHoe onpeiesietie
(CnexrpodhoromeTpusi)

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

14.1Img/tab / sennosides calculated as sennoside B in one tablet. /
Or1 12,15 10 15,53 mr (01 90,0 10 113.,0 %)
14.1 1mMr/126 CEHHO3MOB B NepecyeTe Ha CeHHO31L B B onHoil

Tabnerke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteeTcTyeT TpebosaHusm HA | 3aknovenune: OJOBPEHO -
Checked by QC In-Charge / _5£{ o Approved by QA In-Charge /

HokymeHT nposepeH OKK: b [okymeHT ogobper OOK: }gl\/
Date / : — Date /

NaTa: 2S5 \\.20Ly - fata: 28-\-20 13’“

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

s CEPTHOHUKAT AHAJIM3A
Page3of 4/Crp.3u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 485174

Batch Quantity / Oobem cepun:  5848packs / ynakoBok

‘AR No / Anaanrndecknii oruer Ne : ARF/261/2025|Date of Analysis / laTa ananan3za: 25.11.2025

Date of Mfg / laTa npouszBojacTea:

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

Analysis performed according ND / Anaau3 npoeenén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N0O13745/01-180522, nam. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopmia
- Test / [loka3zaTesnnb
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepmxanue
MBTPIIIﬂapaFMHPOKCMGEHBOHTa 0.039Mmr/Tab
(B2XKX) '
10 | MICROBIAL LIMIT TEST/ MukpoOuonoruiueckas 4ucToTa
10a) | Total Aerobic microbial count /
Obuiee 4ucno aapodHbLIX 40 Not more than 10" c¢fw/ ¢/ He bonee 10* /r
MHUKPOOPraHU3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / OBee uucio <10
[UIECHEBBIX U JPOATKEBLIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10” / g / He Gonee 107 /
bacteria/ YcToitunssie k
JIEHCTBHIO JKEJIUH
rpaMoTpUiIaTe/IbHbIC OaKTepHI
10d) | Staphylococcus aureus Absent /OTteyTeTBYIOT Absentin | g/ OtcyrctBue B |
10¢) | Escherichia coli Absent /OTeyTcTBYIOT Absentin 1 g/ OtcyrctBue B |
10 | Salmonella Absent / OTcyTeTBYIOT Absentin 10 g / Otcytctue B 10 ¢
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeuanue: Mpogykr coorsetcTeyeT Tpebosanmam HO | 3aknwyedue: OQOBPEHO
Checked by QC In-Charge / . { s Approved by QA In-Charge / p
HokymenT npoBepeH OKK: e [okymenT ogobpex OOK: ‘ﬁy
Date / Date / o=
. 1605 A\ ¢ o
para: 2S5\ 2 Hata: RS- \\aers -

FMQCO003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel, Mumbai - 40001 3. India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate. Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485174

Batch Quantity / O6bem cepun:

5848packs / ynakosor

AR No / Anaaurugeckuii oruer Ne : ARF/261/2025

Date of Analysis / lata anaqmsza: 25.11.2025

Date of Mfg / lara npousBoacrea:  11/2025

Date of Expiry / T'ogen go:

10/2028

Analysis performed according ND / Anasms nposeaéu no HJL: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma

5 Test / MokaszaTenan

11 | Package / Y nakoska Package / Vnakoska - 20 tablets |Package / YnakoBka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / I'To 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
famcTep U3 MIEHKH TabieToK B ONMCTEp U2 TNEHKH TPEXCIOHHOI
MOJUBHHUIXTOPUAHOI (MBX/TID/MIBAX) u amomuHueBoii choasru. [o 2
(nonnaTHNEHOBOI/ uiau 3 GiMcTepa BMECTE C HHCTPYKIMEH no
MONMBHHUITMAEHXTOPHIHON) U |IPUMEHEHHIO B KapTOHHYI0 nauky. [To 20 Tabnetok
amOMHUHNEBOH donbru, 1o 25 8 OJIMCTED U3 MIEHKH MOIMBUHWIXIOPHIHOH
GIMUCTEPOB B KAPTOHHYIO Madky  |(MOAHITHICHOBO# / MONMBUHUIMAEHXTOPUIHOM) U
C BJIOXKEHHEM 25 HHCTPYKUHH atoMuUHHeBOH oneru, no 25 6aucTepos B
110 MPUMEHEHHHO. KAPTOHHYIO MAUKY C BJIOKEHHEM 25 HHCTPpYKUuit no

MPHMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B coorsercteun ¢ HJT

13 Storage conditions / Ycnosusi In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMneparype He

XpaHeHHsl Boiwe 25 °C.
14 Shelf life / Cpok roaHoCTH 3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykr cooTBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OO0OBEPEHO

Checked by QC In-Charge /
JokymenT nposepeH OKK: j.fv/t;'“’

Approved by QA In-Charge / xof
NokymeHT ogobper OOK: ;%'\/

Date /

e e

Date /
Nata:

S \-2 ooy

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




MASTER FORMAT

Authonzed By (QA /Iiead) <
. 9.3
Sign & Date: %6,540

SIMCHEM PVT. LTD.
PLOT No. 60-65,
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA - 403512,

Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

Ref. Dec. No.

INDIA.

QA/048

Page No. “lof2

Previous Product Name: SENADE TABLET

Product Name: Senade Tahlet

Previous Batch No.: £25\72

LineNo.: X ,TL

Batch size: 57¢-cco a5

Export Order No.: 9506552 /10 Batch No. - 4-85 17 4 [5A70475 299999 Nes
Mfg. Date: W\ /2e25 Exp. Date: \©z2¢15 Date of inspection: from 17.\\- 25 to 171125
Keys: ¥ = complies/OK , NA =Not Applicable , - = No defects are observed , X= Does not comply
Sr. SHIPPER NUMBER
No DEFECTS o\ 13 2€ <3 L1 S5 \
1. | Shipper Top / Bottom Taping ol vt bl ail v ¥ \
2. | Shipper Overprinting / Labeling — — — % — ~/ \
3. | Packer Name Sonal  |Sona) [sonjenalSanaya|narshadalTe jo \ _
4. | Shipper Fill Value (\tex25 X2c's)| v — - — = — \ ¥ |(48x2pr2cs)
& Out_er_CaI_ton Overprinting/ NA NA N A NA . WA \
Sernialization
6. Inngr pmon Overprinting/ e . — i < L
Serialization
7 Broken tablets = & - = = =
8. Missing Leaflet - N - - = B \
9 Blister Qvé?printing / Smudging — - o= - - s \
) Embossing \
10. | Missing units/Extra units — = - = = - \
11. | Chipping/ Mottled Tablets = - ~ = = = NA
12. | Spot/ Powder In Blister / Tablets . ~ B = = = \ Yé,\ .5
13. | Sticking / Picking ~ ~ = - - - \
14 Sealing/foil/ pinhole/ forming B - . N R B \\
" | defects |
15 Blister /Wrinkles / Improper - f _ N B \
" | Knurling/ Torn pocket ) |
16 Foreign Product/Foreign/ N . _ 3 =
" | extraneous Material —— |
17 Wrong appearance/different shape B N - B f B \
" | of tablets/blister |
| 18. | Colour of tablets i IR, T s v il ]
19. | * Other defect = g = = i = = - I
21. | Total Defects = ~ | = N = B ___]
22. | Total replaced Units N A WA | NA | NA N A A 1
23. | Shipper weight of each shipper i L o ' A ‘ |
sffer Hikpsction (kilo‘gram/gram) 2306 (2008 (2V1%0 |2)175 (24329 [10435 |\ J
o 1T o &8 & &8 & o T
Done By et ) ,\)Ee&"‘ & Q@rﬁ“\ QQQQL\" " 225 | \ |
— e e
) - \ 23 = = _ | B - ; \ |
_(-“h‘ecked [?_ Q'\!_‘é'_?-_;—_ 12025723 17 127025 ionag L ‘ B i

Confidential Document

Restricted circulation

FORMAT NO.: FMQA048-02-01




MASTER FORMAT

Authorized By (QA Head) ]
Sign & Date: %ﬁa;”&ﬁp

i SE——
SIMCHEM PVT. LTD. ) i
PLOT No. 60-65, Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA — 403512, Ref. DOC. No. QA]O48 Page Nao. “2of2
INDIA.

FINAL INSPECTION CHECKLIST:

Total shippers packed in s etk &6\ Leese Total shippers checked in batch B
Batch : )
Total Quantity packed 5 R4 XLEX2C 5 % of Pack Stock carried out on el
; 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) NA

( If Applicable For Details Enter CAPA Number)

Decision For Further Pack Stock Inspection NS

Total Replaced Unit Blister/Carton/Shipper 7 A

7 g0 =

Certified By: Fé# 1711 2025 Rechecked By: N 1125 Approved By: _ égffs/’ﬂ/:\'q“r X3
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)

Confidential Documernt

Restricted circulation

FORMAT NO : FMQA048-02-01
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