Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484109

| *Manufacturing Batch number:NA

Importing Country  :Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/20

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 Salts.

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mig. 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 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 :Senad

e

*Lot / Packing Batch number :484109

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
(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 P
authorizing the
release

erson
batch

: Jyoti Shetye.

Head Quality.
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
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Cipla

) CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Page1of4/ C'rp.Ai u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484109

Batch Quantity / O6bem cepun:  5848packs / ynaxosok

AR No / Ananaruuecicnii oruer Ne: ARF/196/2024 | Date of Analysis / MaTa ananuza: 22.10.2024

Date of Mfe / Iata npoussoacrea: _ 10/2024 Date of Expiry / I'onen no: 09/2027

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

09.07.2024 / TT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / [Iexazarens

Result / PesyasTarsl ; Specification / Hopma

1 | Description / Onucanue Complies / CooTtseTcTByeT 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. / Ilnockue xpyrisie TabneTkn co
CKOILUEHHBIMH KPAasaMH OT KOPHYHEBOI'O A0 TEMHO-
KOPHUHEBOro IBeTa ¢ BkpamnennsMu. Ha ognoi
cropone Tabnetku Begasneno cnoso «CIPLA», Ha
ApYToii - THHHA pasnioMa.

2 | Identification / ITojumHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCcTBYET OxpauvBaHie aMMHAYHOrO PacTBOpa B KPaCHBIH
AHTPaxHHOHOBBIE TTMKO3H/IBI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTrBeTcTByET chromatogram of the sample solution should
MeTtunnaparuapokcubensoar corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAePKHBAHHS OCHOBHOTO MHKA HA XPOMATOrpaMMe
HCIBITYEMOrO pacTeopa A0/DKHO COOTBETCTBOBATDL
BpeMeHH YIepKHBAHHA OCHOBHOTO IIAKA HA
XpOMAaTOrpamMMe CTAHIApPTHOrO PacTBOPa
MmeTHanaparuapoxcubensoara (pasaen
«Merunnapariapokcuben3oar).

3 | Average weight / Cpenusisa
Macca

192.60mg / 192,60mMr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooTeeTcTBYET TpeboBaHuam HI | 3akntoveHue: OOOBPEHO

2.5 .10 e 24

[Nara:

Checked by QC In-Charge / : Approved by QA In-Charge / i
HoxymeHT nposepeH OKK: ?Cf,:iﬁ JokymeHT oao6peH OOK: %
(Date/ [Date /

[ata: 2-2-10-2024

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




Cipla

CERTIFICATE OF ANALYSIS

by

CEPTU®UKAT

AHAJIU3A
Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484109

Batch Quantity / O6bem cepun:

5848packs / ynaxoBok

AR No / AnannTrueckuii oryer Ne : ARF/196/2024

Date of Analysis / {ara anannsza: 22.10.2024

Date of Mig / lara nponssoaerea:  10/2024

Date of Expiry / T'onen no:

09/2027

Analysis performed according ND / Auannz nposeaén mo H/I: IT N0O13745/01-180522, amend No. 1 dated
(9.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / Pe3ysibTaThi Specification / Hopma
Test / TlokazaTennb

4 | Uniformity of weight / Complies / CooTBeTcTRyeT 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5
OnHOPOIHOCTh MO Macce %

2/20 tablets NMT £15% / 2/20 e 6onee + 15%

5 | Loss on drying / IToteps B 1.8% NMT 6.0 % / He 6onee 6,0 % .
Macce MpH BICYLIMBAHHH

6 | Dissolution / 79-96% NLT 70 % (Q) of sennosides in 120 minutes
PactsopeHue He menee 70 % (Q) cenno3umos uepes 120 Mun

7 | Uniformity of Dosage units / AV =57 The acceptability index for n= 10 AV <L1.
OaHOpPOAHOCTB 103UPOBaHHA 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. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=25..

[Tokazarens npuemnemoctH s n=10 AV < L1.

B cnyuae, ecu snauenue AV npesbiiaet L1,
MPOBOAT MCILITAHME HA cneayiomux 20 obpazuax.
Jna n=30 AV <L1. Bce 3qaueHns Xi TOJAKHBI
YIOBIIETBOPSI TH HEPABEHCTRY:

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

L1 = 15,0; 1.2 =250,

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuecteennoe onpejeneHue 14.14mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrniextpooTomeTpust) Ot 12,15 no 15,53 mr (ot 90,0 mo 113,0 %)

14,14mr/1a6 CEHHO3H/IOB B MepecyeTe Ha CEHHO3HI B B oiHoi
TabneTke.

Remarks : The Product conforms to ND/
lNMpumeyanue: Npoaykr cooteeTcTeyeT Tpebosanuam HA

Conclusion : APPROVED /
3aknrwyeHune: OQOBPEHO

Checked by QC In-Charge /
OokymeHT nposepeH OKK: %tj

Approved by QA In-Charge /
HokymeHT ogobper OOK:

e

Date /

Nata: 2)_-10?,02.«.1

Date /

Nata: 23 s\ = 2y

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 CEPTHOUKAT AHAJIU3A
Page 3 of 4 /Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg [ponykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi No: 484109 . Batch Quantity / O6bey cepun:  5848packs / ynaxkosok
AR No / Anaaurudeckuii oruer Ne : ARF/196/2024 |Date of Analysis / laTa anannsza: 22.10.2024
Date of Mfg / lara npoussoacrea:  10/2024 Date of Expiry / Ionen no: 09/2027

Analysis performed according ND / Ananns nposeaén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI NG13745/G1-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyJibrarsi Specification / Hopma
Test / [loicazaTeb
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne i
METH/INAparuApoKkcuben3oaTa 0,040Mr/126
(BOXX) .

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas 4ucToTa

102) | Total Aerobic microbial count /
Ob61uee uMcio a3podHbIX 20 Not more than 10" cfu/ g / He 6onee 10° /r

MHKpPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / OG1ee yKkcao <10
TUTECHEBBIX M JPOKIKEBBIX
rpudos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 107 /r
bacteria/ YcroiiumBsble K
JIEHCTBHIO MKEMUu
rpamoTpHiaTebHble GakTepun

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OtcyrcrBue B | ¢
100 | Salmonella Absent / OtcyTeTBYy10T Absentin 10 g / OtcytcTue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumevanwme: MpogykT cootseTcTByeT Tpebosanuam HJ | 3akntovenune: OOOEPEHO

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

[okymeHT nposeped OKK: ,%46_9 [okymeHT ogobper OOK: W
Date / Date /

Aara: B | PR [ata: ARGy

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 CEPTUOHUKAT AHAJIU3A

Pagedofd/Crp. 43 d

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484109

Batch Quantity / O6bem cepun:

5848packs / ynakosok

AR No / Ananatnvecknii oruer Ne : ARF/196/2024|Date of Analysis / lata ananmza: 22.10.2024

Date of Mfg / HaTa npoussoacrsa:  10/2024

Date of Expiry / I'ogen no:

09/2027

Analysis performed according ND / Ananu3 nposeaén mo HJL: I1 N§13745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-18G522, n3m. Ne 1 ot 09.07.2024

No Result / PesynnTaTsl

Test / [TokazaTe/ib

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GrucTep M3 NIEHKH
NOMMBUHHIXJIOPHAHOH
(nonuaTHNEHOBOH/

MO NPUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 TabneTok B

MONHBHHUIAEHXJIOPHAHON) U
atoMuHKUeBOi Qonbru,
6MCTEPOB B KAPTOHHYIO Ma4Ky
C BIOKEHUEM 25 MHCTPYKLHH

Package / YnakoBka - 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. / ITo 20
TabneTox B GnuCTEp U3 MNEHKU TPEXCIOHHOI
(MBX/TISMIBAX) u antomuHueBoit oneru. 1o 2
unu 3 Gaucrepa BMeCTe ¢ HHCTPYKUMEHR no
NPUMEHEHUIO B KapTOHHYIO nayky. [To 20 tabnerok
B 6micrep M3 IJICHKH ﬂOJlP[BHHHJIXI[OpHJZ{HOﬁ
(MoNU3ITUIICHOBOI / MOMMBUHUIAC HXJIOPUAHO#) U
anoMUHUeBOH (onbru, no 25 6J1MCTEPOB B
KapTOHHYIO MAYKY C BIOMKEHHEM 25 MHCTPYKUMil no
NpUMEHEHHIO.

no 25

12 Labeling / MapkupoBka According to ND /

B cooteetcTBHu ¢ H]|

13 Storage conditions / Yciosus

XpaHeHHsA BbiLte 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe mpH Temneparype He

14 Shelf life / Cpok rognocTH 3 years /3 roza

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTseTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenue: OQOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / n

DNokymeHT nposepeH OKK: %JLJ [okymeHT oao6pen OOK: W
Date / ST Date / 99 \lo-2o

Hara: il bt [aTa: &Y

FMQCO003-15-09

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



: Authorized By (QA Head) |
' Sign & Date: @ E oot

MASTER FORMAT
s T '.- PN 4 3 4 - oty - W «
SIMCHEMPXT.LTD. [y PACK STOCE INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, | ;
- TUEM , PERNEM, « "
GOA - 403512, - Ref. Doc. No. | QA/(48 Page No. 1of2
INDIA,
Previous Product Name: _Sencde Tehlet Previous Batch No. 4i¥410 LineNo.: T, 10
 ProductName: Senade Tehlet I | 210000 K
*EXPORT/LOCAL: 2455250 [ 2¢ BatehiNo. - 48410 9 Bateh size: 20000ee Noj |
‘Mfg. Date: _\o | 20724 Exp.Date:_09 [ 2017 Date-of inspection: from _\t - i0.24 1o _i&-io 24
Keys: V= complies/OK NA = N‘oI-Applicablé
- =No defects are observed X=Daoes not-camply
Sr.: F— SHIPPER NUMBER
iy DEFECTS e - : e
| No. ' B s g Loc 1R E 4% k59
1. | Shipper Top / Bottom Taping o v I v " « I\
{3 ) Sk;f;pper_derprintingfLabg:-ling ~ v v e 3 o \
1'3._ | Packer Name Lohgbbengi Rejashice] fhucki  |Kashonrn| Bhokts  [Nilima] \
4. | ShipperFill Value (joo x 1.5 x 200} v v v g L \ (¢ x 25| x 205) |
5. | Bundling Quality / Pouch Quality NA NA 1 NA | A A - NA \
16} -@utcr.-_Cartaﬂ-—'-c}vigrprim-ing—_ CNA A NAF A NA F NA X
7. | Inner Cartors Serialization E P - e v o — e \
| g | Cracked/half tablet/Broken tablets P ) \
= | edges. B B - "
419, [Missing Leaﬂ'e‘tr _ - - - - = - \
16 } Blister Overprinting / Smudging _
" | Embossing il & v’ v v .
11. | Missing units/Extra units _ - % = = - 5 \ L
" 12.. | Broken/chipping/ molted Tablets - = - 5 = - \ o Lk
' 13. | Spot/ Powder In Blister / Tablets. - - - - - - ' NA '
14. | sticking / Picking. ~ - < - = i \
15 Sealing/foil/ pinhole/ forming ) - £ \
" | defects B - B
i Blister /Wrinkles / Improper . i \
| Knurling/ Torn pocket B - - - :
Foreign Product/Foreign/ B
Y. ; 1 S _ - - v _
| extraneous Material ,
18 Wrong appearance/different shape B B . \
|77 | of tablets/blister B ) B '
19. | Colour of tablets o 5 v Ve v v \
20. | ¥*Other defect 5 = = _ = - \
21. | Total Defects _ N z 2 = - X
22. . ‘Total replaced Units NA T N N NAa | A _ \
3 Sblpllﬁrweight gfeadlsbjpperaﬁm 21- 080 170.970 } 21-000 12t goe 2o q70 }o-eto
77" | inspeetion (kilogram/gram) i : i :
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~ Authorized By (QA Head Y]
ngn & Date: @5 . 102
. MASTER FORMAT el 130
IMCHEM PVT. LTD. e & e
L e Title PACK STOCK INSPECTION CHECKLIST -EXPORT
- TUEM INDUSTRIAL ESTATE,
TUEM ,PERNEM, 2
GOA - 403512, - Ref, Doc. No. | QA/43 Page Ne. A
INDIA.
: - i S \ N WV ] i
Done B}’ QEC'QU\ S(\t\"‘u S{\t‘.ﬂ ] Qe?& \ QE,EQM\ ¢ ne\n"‘ " N\.%;ﬁ:o 24
] N T F Ak /.'!f’" 9 Akt 4 ‘\”'\
- Checked By %/ %O \%1’“ i \% e ,\%-’v : -
*(For export mention the export order no.)
FINALINSPECTION CHECKLIST:
| Total shippers packed in - Total shippers checked in batch
| Batch 58 Cull &+ o\ Locse o¢g
 Total Quantity packed ' " . % of Pack Stock carried out on
S¥4LE X 25 R 2ors Sl \0/
Defect Observed
: ** If any Other defect observed =
- | Nature Of Defect Observed ( Critical, Major, Minor)
" Action Plan For Defect
NA
Corrective Action And Preventive Action ( CAPA) ’
(If Applicable For Details Enter CAPA Number) NA
Decision For Further Pack Stock Inspection X
1 ' ‘ N
Total Replaced Unit Blister/Carton/Shipper .
Cg_rtiﬁ'ed'By:;A_b_{_ (44224 Rechecked By @q o~y Approved By: )%}\f w4
(Packing Officer) {QA Officer) (Quality Assurance Head / Executive)
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