Cipla Ltd.

- BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :485186

| *Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :9506552/10

Quantity released: 5843X25X20’s

Marketing Authorization Number: N013745/01 (Product

Registration No.)

Marketing Authorization | Lower Parel, Mumbai, India
Holder:

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

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

Package size : 256X20’s

Dosage form :Uncoated Tablets

| Type of Pack : Blister

Mfg. Date :12/2025

Expiry date :11/2028

*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

Comments/remarks \ -

Results of analysis : Certificate of analysis attached

*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 :485186

Certification statement

- 1 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).

The batch is hereby released for supply to Dr. Reddy’s
Laboratories SA

Name and position/title and

address of D
authorizing the
release

erson
batch

: Puja Kashalkar.

Quality Assurance Executive.
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa — 403512

india

Signature of person

authorizing the
release

batch

Date of signature

vl 2008
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Cipla

CERTIFICATE OF ANALYSIS
X CEPTU®UKAT AHAJIM3A

Page 1 of 4 /Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485186 Batch Quantity / O6bem cepun:  5843packs / ynakosok
AR No / Ananutnuecknii oruer Ne : ARF/285/2025|Date of Analysis / laTta ananmza:  17.12.2025

Date of Mfg / Jlara npoussoscrsa:  12/2025 Date of Expiry / I'onen jgo: 11/2028

Analysis performed according ND / Auanus nposenén mo HJ/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot (9.07.2024

Result / PesyibTathl Specification / Hopma

Test / IokazaTenb

| Description / Omucanue Complies / CoorBetcTBYET 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 Kpyrible TabneTku co
CKOILIEHHBIMH KPasAMH OT KOPHYHEBOTO 10 TEMHO-
KOPUYHEBOTO [1BETA C BKparuieHusmMu. Ha oiHoi
cropode TabiieTky Bbl1aBaeHo cnoso «CIPLA», Ha
JpYToii - THHUS pasiioMa.

2 Identification / TToaaMHHOCTD

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpaiinBanne aMMHa4HOTO PacTBOpa B KpacHbii
AHTPaXMHOHOBbIE ITIHKO3H/IBL
LBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ COOTBETCTBYET chromatogram of the sample solution should
MernnnaparuapokcubeH3oat corresponds to the retention time of the principle
(BOHKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
YACPHKHUBAHUA OCHOBHOTO IMHKA HA XpoMaTorpamMmme
HCMBITYEMOT'O pacTBOpa NOKHO COOTBETCTBOBATL
BpEMEHH yaepmmamm OCHOBHOI'O ITHMKA Ha

XPOMAaTorpamme CTaHIapTHOIO PacTsopa |
MeTHImaparuapokcuoensoara (passe:l
«MetunmnaparupokcnbeH3oar).

3 Average weight / Cpennss ' 188.31mg / 188,3 Imr 189.99 mg £7.5% / 189,99 mr +7,5% [
macca |
Remarks . The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpogykr cootBeTcTByeT TpedosaHuam HI | 3aknwoyenne: ONOBPEHO
Checked by QC In-Charge / /" . (, Approved by QA In-Charge / b
NokymeHT nposepeH OKK: g i JokymenT ogobpeH OOK: %K\/

Date / e | Date / o _
11122028

LG N IR P
Hata: ! 1 _fOara.

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 AHAJIM3A
Page 2 of 4/ Ctp. 2 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJETKH 13,5 mr
Batch No / Cepuss Ne: 485186 Batch Quantity / O6wem cepun:  5843packs / ynakosok
(AR No / Anannruyecknii oruer Ne : ARF/285/2025 | Date of Analysis / Jlata anaamsza: 17.12.2025
Date of Mfg / [lata npoussoacrea: 12/2025 Date of Expiry / I'oaen o: 11/2028
Analysis performed according ND / Ananu3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024 |
Result / Pesynbratsi Specification / Hopma
- Test / Nokazarenn
4 | Uniformity of weight / Complies / CooreTcTayeT 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee + 7.5
OnHOpOIHOCTH N0 Macce %
i 2/20 tablets NMT +£15% / 2/20 ue Gonee + 15%
5 | Loss on drying / [oteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce NpH BhICYIHBAHHU
6 | Dissolution / 79-91% NLT 70 % (Q) of sennosides in 120 minutes
Pactropenue He menee 70 % (Q) cenno3nnos yepes 120 mMun
7 | Uniformity of Dosage units / AV =357 The acceptability index forn=10 AV <LI.
OaHOPOAHOCTH 103UPOBAHNS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=3
AV < L1. All values of xi must satisfy the
inequality:

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

L1 =150;L2=250.

[Moxkazatens npuemsiemocTu 11 n=10 AV < 1.
B ciyuae, ecnu sHaverne AV npesbiwaer L1,

st n=30 AV < L1. Bee 3HaueHud Xi A0DKHbI
YIOBJIETBOPATE HEPABEHCTBY:

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

Lil=15,0;C2=250.

POBOIAT HCTIBITAHME Ha chexyromunx 20 obpasnax. |

8 | Assay (Spectrophotometry) | From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectsenHoe onpenenexve 14.00mg/tab / sennosides calculated as sennoside B in one tablet. / |
(Cnextpodoromerpusn) Ot 12,15 10 15,53 mr (o1 90,0 mo 115,0 %) |

14.00Mmr/7a6 CeHHO3MIOB B NepecyeTe Ha CeHHO3MA B B oHofi |
| ‘ raoJIeTKe. I
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumevanne: MNpoaykt cootsercTyeT TpeGosaHuam HL | 3aknwuenue: OAOBPEHO
Checked by QC In-Charge / _,;;f“’ T.0 | Approved by QA In-Charge / @
HokymeHT nposepeH OKK: AT | HokymeHT ogobper OOK: /:,//

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




CERTIFICATE OF ANALYSIS

Y

CEPTUOHEKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485186

Batch Quantity / O6bem cepun:  5843packs / ynakoBok

AR No / Anannrnueckuii oruer Ne : ARF/285/2025 | Date of Analysis / lara anaausa: 17.12.2025

Date of Mfg / Jllata npoussoacra:  12/2025 Date of Expiry / I'osen j1o: 11/2028

Analysis performed according ND / Anaau3 nposeaén no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

sl

Test / [lokazarean

Result / Pe3yjabTaThbi Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHIaparuapokcubenzoara
(BOXKX)

0.038mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

0,038mr/Tab

10 | MICROBIAL LIMIT TEST/ MukpoGuoioruyeckas 94ucToTa

10a) | Total Aerobic microbial count /
Obu1ee 4ucno a3podHLIX
MUKPOOPraH13MOB

30 Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obuiee yucso

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

<10
IUIECHEBBIX H JIPOKIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ g / He Gonee 107 /r
bacteria/ Ycrofiuusbie K
NEHCTBHIO KeTUH
rpamMoTpHuareibible dakTepun
10d) | Staphylococcus aureus Absent /OTcyTcTRYIOT Absentin 1 g/ Orcyreteues | r
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in | g/ OrecytetBue B I ¢
100 | Salmonelia Absent/OTcyTC'rsyto{ . Absent in 10 g /OrcyterBue B 10 g

Remarks - The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: [poaykr cooteeTcTeyeT TpeGoBanusm HO | 3aknroyeHne: OJOBPEHO

Checked by QC In-Charge / ﬂ,_?[’ Ve s Approved by QA In-Charge / .
OoxymenT npoeepeH OKK: " e NokymeHT oaobper OOK: {%l/ ‘ot
Date/ (- il Date / -
- LOLA A -2 X
Hdata: bk ‘ Hdata - ¥ |
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

= CEPTHOHUKAT AHAJIN3A
. Paged4of4/Crp. 4 nu3 4
Product: SENADE TABLETS 13,5 mg IIponykr: CEHAI];E@, TABJETKH 13,5 mr
Batch No / Cepust Noe: 485186 Batch Quantity / O6bem cepun:  5843packs / vnakoBok
‘AR No / Anaaurnuecknii oruer Ne : ARF/285/2025 | Date of Analysis / Jlata anaauza: 17.12.2025
Date of Mfg / lata nponssoacra:  12/2025 Date of Expiry / I'oaen jo: 11/2028

Analysis performed according ND / Ananu3s nposeaén no HJ{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaTbi Specification / Hopma
i Test / IMokazaTean
11 | Package / YnakoBka Package / Vmakosxka - 20 tablets |Package / Vnakoska - 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'lo 20 Tabnerox B 25 patient information leaflets in a carton. / ITo 20
OIMCTEP M3 MIEHKH Tabs1eTOK B OJIMCTED M3 MIEHKH TPEXCIOHHOM
[OTMBUHHIXJIOPHIHO M (IMMBX/TO/MBJIX) u amomuxkeBoit doasru. [To 2
(ronuITHACHOBOI/ WIH 3 BaMcTepa BMeCTe € MHCTPYKLHUEH 1o
MOJTHBUHHIHIACHXJIOPHIAHOM) . |MPHMEHEHHIO B KapTOHHYIO navky. [To 20 TabneTtok
amoMuHHeBoi Goabru, no 25 B OJIMCTED M3 MICHKU MOTHBHHWIXIOPHIHOM
OucTepoB B KapTOHHYIO Mauky |(MOJTHITHASHOBON / MOTHBHHUIKACHXTOPHUAHOI) 1
¢ BIOXKEeHHeM 25 MHCTPYKUH amoMHHHEBO# dojibri, no 25 GaucTepos B
no NpPHMEHEHHIO. KapTOHHYH NauKy ¢ BIOKEHHEM 25 HHCTPYKUMIT Mo
OpUMEHE HUIO.
12 Labeling / Mapkuposka According to ND / o
B cootsercTBuun ¢ H]J
13 Storage conditions / Yciogus In a dry place, at temperature below 25 °C. / B cyxom Mecre Npu TEMNepaType He ]
XpaHeHHs Bbie 25 °C.
14 Shelf life / Cpok roanoctu 3 years / 3 roga )
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: MNpoaykr cootsetcTayeT TpebosaHusm HO | 3aknwyernune: ONOBPEHO
Checked by QC in-Charge /  ~ <«t.» Approved by QA In-Charge /' o
HokymeHT npoeepeH OKK —el HokymeHT onobpex OOK: }%“}/—4
Date / Date / ! .
. Loy \2-2018
fagge 4 1ofa ™2 Jata: - ﬁ_\___L S
FMQCO003-15-10
Cipla Ltd.,Cipla House, Peninsuia Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 406012, India.

At : Simchem Pvt. Lid., Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Authorized By (QA Head)

g 5y
Sign & Date: "
MASTER FORMAT ¢ 2o
SIMCHEM PVT. 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. 1of2
INDIA.

Previous Product Name: Scenade  Tehiet Previous Batch No.: & S 1 8¥S LineNo.: T , T

Product Name:

Senade  Tablet

Export Order No.: 4506S5s2 /e

Mfg. Date: 12 (2015

Exp_ Date: 1| 202¥

Batch No. : 485186/5137055‘5

Batchsize: S170- ove kK5¢

Date of inspection: from o< .

oS to

el le Holalls) \Q!Jo_[

01225

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

- = No defects are observed

X= Does not comply

Sr SHIPPER NUMBER
4 DEFECTS .
No. o \Q 26 | 21 | ug | =9
] Shipper Top / Bottom Taping w -~ 7 — o i \
2. Shipper Overprinting / Labeling - o e — L S \
3. Packer Name Shivani | Shivant |[Scaali | Blhakt | Deefal Shusheanyi \
4. | Shipper Fill Value (100 x 15 xa61) o — o~ - ki \ * [43xn$x%2dS)
5. e wion Dvantsting! NA A oA | A oo | NP \
Serialization
6 Inner Carton Overprinting/ . \
" | Senalization © esf i e -
2 Broken tablets — _ — - - [
8. | Missing Leaflet - = . = | = = \
9 Blister Overprinting / Smudging 7 _ \
" | Embossing N 1. il e ol - :
10. | Missing units/Extra units - = . = - | = |
i1. | Chipping/ Mottied Tablets - = = = i i . AR 2
12. | Spot/ Powder In Blister / Tablets B ~ R ~ . VARSI
13. | Sticking /Picking | - = = — -] ,-727
Sealing/foil/ pinhole/ forming _ \
14. - - - .
defects = — . B B P
15 Blister /Wrinkles / Improper = = = B N - \
" | Knurling/ Torn pocket —— I
Foreign Product/Foreign/ = -~ = _ = \
16. ) ; ~
extraneous Material I - | _ I
17 Wrong appearance/different shape B - . R
" | of tablets/blister - o o l R
18. | Colour of tablets | _ &k e o = J.ﬁ" | . |
19. | * Other defeci ) - L = - = . (— A
21. | Total Defects - WE - = - = ] = 0 \
22. | Totalreplaced Units | ron MA | A e | owa [N \
23. | Shipper weight of cach shipper .
aftelr)'piﬂspﬁct%::n {kjlﬁgl'mn.fgam) E?.l- 0SS [2ves (Lo RS (21 06S | - ews [ e L |
Doné By FF .r\';-\'ﬂ\ e X ‘;(\e\’ ) %.r‘e“\u\ e A %“:Y'LL\ “ i
- e 5] = =T & a5 R
Checked By v }”&iu ;“;fli mi ﬁ s ;g~\"~'1 | |

Confidential Document

Restricted circulation

OLI12: 287

"~ FORMAT NO.- FMQA048-02-01



. MASTER FORMAT

Authorized By (QA Head)
Sign & Date: ozt

SIMCHEM PVT. LTD.

PLOT No. 60-65, Title

PACK STOCK INSPECTION CHECKLIST -EXPORT

TUEM INDUSTRIAL ESTATE,
TUEM , PERNEM ,
GOA - 403512,

INDIA.

Ref. Doc. No. | QA/048

Page No. 20f2

FINAL INSPECTION CHECKLIST:

Total shippers packed in & Total shippers checked in batch ¢
[wiNd o
Batch S8 Rulltolt
Total Quantity packed ‘v | % of Pack Stock carned out on
< Sy 203 “f.
&34 axasy | Yo \0f
Defect Observed ) -

* If any Other defect observed

Nature Of Defect Observed ( Critical, Major, Minor)

Action Plan For Defect ~N A

Corrective Action And Preventive Action ( CAPA) A o

(If Applicable For Details Enter CAPA Number) N

Decision For Further Pack Stock Inspection A

Total Replaced Unit Blister/Carton/Shipper o - N A ' o

- |

Certified By: _FH¢ 09-12.25°  Rechecked By: Q) 10-12-25 Approved By: = % q’M
{Packing Officer) {QA Officer) (Quality Assurance Head / Executive)

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