Cipla Ltd.

" BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484110 | **Manufacturing Batch number:NA

Customer :Dr.Reddy’s Laboratories

| rtin nt Russi
mporting Country ussia SA

Sales Order No. :8455250/20 _ Quantity released: 5846X25X20’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 :10/2024 Expiry date :09/2027

**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 shouid be mentioned.
**Write NA if not applicable

Page 1 of 2 FMQA021-04-02



Cipla Ltd.

" BATCH RELEASE CERTIFICATE
. (FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

rand Name :Senade

*Lot / Packing Batch number :484110

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

(without deviationy(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 positionftitle and | : Jyoti Shetye.

address of person | Head Quality.
authorizing the batch | Simchem Pvt. Ltd.
release Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
india
Signature of person | : 14
authorizing the batch I //
release
Date of signature : 2.9 0. O
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

~

Pagel1of4/Crp.1m34

Product: SENADE TABLETS 13,5 mg

Hpoayir: CEHALE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484110

Batch Quantity / O6nem cepuu:

5846packs / ynakorox

‘AR No / Apanutuuecknii oruer Ne ;: ARF/197/2024 |Date of Analysis / lata anannza: 22.10.2024

Date of Mfg / Jiata mpounzeoacrea:  10/2024

Date of Expiry /T 'opes no:

09/2027

Analysis performed according ND / Auanu3 npoenén no HJ/I: IT N013745/01-180522, amend No. 1 dated
$9.07.2624 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [loka3aTelb

Ne Result / PesynbTaThi

Specification / Hopma

| | Description / Onucaxue

Complies / CooTeTCcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / Ilockue kpyrible TabIeTKE CO
CKOLIEHHBIMH KPasMH OT KOPUIHEBOTO 10 TEMHO- *
KOPHUYHEBOro LiBeTa ¢ BRpamneHaMu. Ha onxoll
cropote TadsieTkyu BeLIaBneHO cnoBo «CIPLAY, Ha
Ipyro# - TUHHSA pasjioma.

2 Identification / [lonnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coo1BeTCTBYET OxpanriBaHie aMMHAYHOTO PacTBOpPa B KPAacHBIH
AHTPaXWHOHOBbIE MIHKO3UIbI .y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CootBeTcTBYET chromatogram of the sample solution should
MetunnaparuapokcubeHzoar corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpAKHBAHHUS OCHOBHOIO [MKA Ha XpOMAaTOIPaMMeE
HCIBITYEMOIO pacTBopa HO0J/KHO COOTBETCTBOBATH
BPEMEHH YIEPXKHBAaHUA OCHOBHOIO MHKa Ha
XpOMaTOTpaMMe CTaHIapTHOTO pacTBopa
MeTuanaparuapokcubensoara (pasmen
«MeTtunnaparuapokcnbensoar).

3 | Average weight / Cpeanss
mMacca

190.68mg / 190,68mr

189.99 mg £7.5% / 189,99 mMr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpogykr coorsetcTayeT TpebosaHuaM HI

Conclusion : APPROVED /
3aknwyenune: OQOLEPEHO

Checked by QC In-Charge /  JIg Approved by QA In-Charge /

[okymeHT nposepeq OKK: 5@6 . [okymeHT 0g06peH OOK: %
Date / _ Date / 0 \0.2LLP2Y

fara; > 2-\0 20+ fara: e

FMQC003-15-09

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 AHAJIW3A
Page20f4/Crp.2 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJRE®, TABJETKH 13,5 mr

Batch Mo/ Cepun Ne: 484110

Batch Quantity / O0wem cepun: 5846packs / ynaxosox

‘AR No / AnannThuecknii otuer Ne : ARF/197/2024 |Date of Analysis / [lara ananu3sa: 22.10.2024

Date of Mfg / lara npom3eoncraa:  10/2024 Date of Expiry / Topen no: 05/2027

Analysis performed according ND / Ananu3s nposenés no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne

Test / IokazaTens

Result / PesynbeTathl Specification / Hopma

4 | Uniformity of weight /
OnHOPAIHOCTH MO Macce

Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee = 7,5
%
2/20 tablets NMT =15% / 2/20 ue 6onee + 15%

OIHOPOITHOCTE NO3UPOBAHHS

5 | Loss on drying / TloTeps B 2.2% NMT 6.0 % / He Gonee 6,0 %
M&CCE TIPH BBICYLIHBAHUY '
6 | Dissolution / 81-89% NLT 70 % (Q) of sennosides in 120 minutes
PacrteopeHne He menee 70 % (Q) cenHo3unos yepes 120 MuH
7 | Uniformity of Dosage units / AV=356 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 <LI1. All values of xi must satisfy the
inequality:

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

L1=150;L2=250.

[Mokazarens npuemiieMoctd i n=10 AV <L1.

B ciyuae, ecnu 3HaqeHue AV npeesimaet L1,
HpOBOJIT MCIbiTaHUE Ha crienyromux 20 obpasuax.
IInst n=30 AV < L1. Bce 3HaueHus Xi NOJKHBI
YIOBJETBOPATH HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

L1 =15,0;12=250.

& | Assay (Spectrophotometry)
KonuyecTBEHHOE ONpENE/ICHHE
(CnextpodoTomerpus)

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

13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (ot 90,0 no 115,0 %)
13,97mr/1a6 CEHHO3M/IOB B TIEpeCYeTe Ha CeHHO3UI B B omHO#
tabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Npoaykr cooTeeTcTByeT Tpebosaruam HI | 3aknwouenune: OAOBPEHO

Checked by QC In-Charge / A 4 Approved by QA In-Charge / =
OokymeHT nposepeH OKK: ?i,{“( HokymeHT ofobpen OOK: —
Date / . V Date / 292 0. 202 Y

Hara: 2219 202y Jara: :

FMQC003-15-09

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
N CEPTUOHKAT AHAJIM3A

Page3of4/Crp.3us 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne:

484110

Batch Quantity / Ofnem cepru:

5846packs / ynakoBok

+|AR No / Ananutudeckuii oraer Ne : ARF/197/2024

Date of Analysis / Jlara azanmza: 22.10.2024

Date of Mfg / {ara npou3BoACTBA:

10/2024

Date of Expiry / Togen fo:

09/2027

Analysis performed according ND / Auanns nposeséu no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-186522, a3m. Ne 1 ov $9.07.2624

Ne Result / PesynbTatsl Specification / Hopma
Test / Tloka3aTeb
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTuiaparuapoxcubensoata 0.041mr/Ta6
(BOXKX) .

10 | MICROBIAL LIMIT TEST/ MuxpoGnonorigeckas 1HCTOTa

10a) | Total Aerobic microbial count /
Ob6mee 9HCIO a3POOHBIX 30 Not more than 10* cfi/ g/ He Donee 10* /r
MHKPOOPTaHH3MOB

100) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10 /r
count / Obmee yucIo <10
IUIECHEBBIX ¥ IPONOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g/ He Gonee 10° /r
bacteria/ YcrToliuusnie K
IEeHCTBUIO WeJTUH
rpaMoTpHIATENbHbIE DaKTEPUH

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OtcytctBHe B 1 T

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OtcytcTBHe B 1 T

109) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / OtcytctBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooTseTCTBYET TpebosaHuam HI

3axmoyenune: OOOBPEHO

Checked by QC In-Charge / ‘915 .y Approved by QA In-Charge /
HokymeHT nposeper OKK: e S [HokymeHT ogobper OOK: %
T o eroy T 2210 20w

FMQC003-15-09

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

CEPTUOUKAT AHAJIM3A

Page40f4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun No:

484110

Batch Quantity / GOnem cepum:

5846packs / ynaxeBok

AR No / AHanurnyuecku#i oTyer Ne :

ARF/197/2024 | Date of Analysis / iata ananusa: 22.10.2024

Daie of Mfg / iaTa 5poH3BOACTBA:

10/2024

Date of Expiry / 'ogen ne:

09/2027

Analysis performed according ND / Avanuz nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
¢9.07.2024 / 11 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / Pe3ynbTaThi Specification / Hopma
Test / [MokaszaTesb
11 | Package / YriakoRka B
g iazlﬁ%itéryn?:(}jfi? SR Package / Viiakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
2% watient infc:rmation Joufleis in carton. 20 tablets in a blister made of PYC
e Tlo 20 matmerax v |/PE/PVDC film and aluminum foil, 25 blisters with
& 'H3 sl 25 patient information leaflets in a carton. / ITo 20
[IORHBHPHMHXIIO e TabneTox B 6aKCTEp W3 MIEHKKW TPEXCNOHHON
(mmme“o;;w (IIBX/TI/MIBJIX) # amoMuHuesol Gonbri. I10 2
B AR OpEoE) | wie 3 OnucTepa BMECTe ¢ HHCTPYKIHEH no
a@wnﬂﬂesoﬁ qnonim 1o 25 NPUMEHEeHHIO B KapTOoHHY0 navky. [To 20 Tabnetox
GHH(;TGPOB e e ’m maaky P OnHCTEp U3 IUICHKH MOJTUBUHHIXIOPHAHOH
i ey 22 “Hsry - Y (MOU3THNEHOBOM / TIONUBUHUIIEHXIOPUIHOMN) U
— Py amFOMUHEEeBOH donbry, no 25 6IHCTEpoB B
s ; KapTOHHYIO MauKy ¢ BIOXKEHUEeM 25 UHCTPYKLIHI 1o
NMpUMEHEHHIO.
12 Labeling / MapxupoBka According to ND /
B cootsercteuM ¢ H/
13 Storage conditions / Vcnoeus In a dry place, at temperature below 25 °C. / B cyxoM MecTe NpH TeMNEpaType He
XpaHeHHs Brimie 25 °C,
14 Shelf life / Cpox rogHocTi 3 years / 3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
3aknoveHue: OOQOBPEHO

Mpumeyanue: MpoayxT cooteeTcTayeT TpebosaHuam HO

Checked by QC In-Charge / &
HokymeHT nposepeH OKK: -/b“,}

Approved by QA In-Charge /
HokymeHT opoGper OOK:

A

Date /

[ata: s LE oy

Date /
JaTta:

2-2-"\0. 2024

FMQC003-15-09

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

Authorlzed Bw (QA H ead}

SIMCHEM PVT.LTD. | ...
PLOT No. 6865, Title

| TUEM INDUSTRIAL ESTATE, |
TUEM., PERNEM,

GOA - 403512,
INBIA.

i Ref. Doc, No

Previous Product Name:

Product Name: Senade Tabl et

Sehade Tahiet

| & b1 sl
- *EXPORT/LOCAL: 455250 /20

- ’ A A 4 A
Batcko. - 484110

_ Previous Batch No. 484199

Ty T
S570-coc K5

Line No. :

Batck sizer 2coc0co Nes

‘Mfg. Date: 1o ] 2024 Exp. Date:_09] 2027 Date-of inspection: from \4-\0. 24 {0 \S.i0-24
Keys: V= complies/OK NA = 'NotA?;\Licablé
- =Nog defects are observed X=Does not camply
i Sp: . : SHIPPER NUMBER
o DEFECTS. S o i Ve s :
 No. ‘ ol 2 23 {33 he . )} .59 2
1. | Shipper Top / Bottom Taping A f R pae - i o \
2. | Shipper Overprinting / Labeling v — |~ N I \
13, | Packer Name _ kashimige] Selal Ibeerali- | Olrhe | Sa¥iKke | Sonal |\ _
-1 4. | ShippérFill Value (ttoxz5y zef) | V7 i A R e 57 \ *(de < 2six207) }|
{ 5. | Bundling Quality / Pouch Quality | Np NR | NB | un NA L NA \

| 6. | Outer Carton-Overprinting - NR N VB oA NAa b A 4
7. | Inner Carton Serialization | g Wl | 5 o i \ L
o | Cracked/half tablet/Broken tablets i : \ |

" | edges. . - = - - . N \
' 9. | Missing Leaflet = - - N - \
| Blister Overprinting / Smudging a5k
$i Embossing sl i L v v v A S h
11. | Missing units/Extra units = - — — = = X
12.. { Brokén/chipping/ molted Tablets - - - = 5 - NA
13. | Spot/ Powder In Blister / Tablets. | _ . - |F . . ‘1\
14. | sticking / Picking - < - e - \
.. |Sealing/foil/ pinhole/ forming ' \
15. = - -
defects N ) \
| 16 ‘Blister /Wrinkles / Improper = \
| | Knurling/ Torn pocket & - - - - \L
‘ 17 Foreign Prodict/Foreign/ \
" | extraneous Material B = B = i . \
18 Wrong appearance/different shape . \
I 77 | of tablets/blister i N d - \
19. | Colour of tablets o ~ P a . \
- 20, | ** Other defect - - = _ _ '\

- | 21. | Total Defects - _ - - % \
22. | Totalreplaced Units NR | WA | wh | A oA | A : “,‘
93 Shipper weight of rach s}uppar_aﬁm_ 214000 1) 4oo|21-050 | 21- 150 21-15¢ Lo 4o \

inspection: (mlogramf gramj) J \ g

Confidential Document

Restricted circulation
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FORMAT NO.: FMQA048-02-00



- Authorized By (QA Head)
 Sign & Date: ¢

r MASTER FORMAT e
SIMCHEM PVT.LTD. | ... aos
ity ks | Title PACK STOCK INSPEETION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE,
B TUEM , PERNEM; . : }
COA - 403512,  Ref, Doe. No. | QA/048 Page No. 2082
INDIA.
o ' if N \ N
3 i) \ 2 \n“‘ N G ”
| .Done B}_I Dgah < gj\f.\& .‘Gﬁf’:\qﬁ js0 gnt 55 A
AT L : & [ © oS & 0 [ L
Checked By R N P N R ?ﬁ _J\_;-%; 2

| *(For export mention the export order no.)

FINALINSPECTION CHECKLIST:

Total shippers packed in | - “Fotal shippers checked in batch |
a Batch 5§ Pl el Lends . 06
- | Total Quantity packed STLC X 1T X 20% "% of Pack Stock carried out on -
batch 1=
Defect Observed: -

** If any Other defect observed

“Nature Of Defect Observed ( Critical, Major, Minor)

~ Action Plan For Defect
NG
Corrective Action And Preventive Action ( CAPA) '
( If Applicable For Details Enter CAPA Number) - N#
Decision For Further Pack Stock Inspection .
L o A
- Total Replaced Unit Blister/Carton/Shipper -
: ) ; o__k\c-‘“‘D
Certified By: _ ﬁ i§to- 2w Rechecked By: _ Wiz 0 K Approved By: /g A e |
(Packing Officer) (QA Officer) (Quality Assurance Head / E‘cecutwe)

Confidential Document

e
7%

Restricted circulation
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