Cipla Ltd.

. BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :4841G0 | **Manufacturing Batch number:NA
importing Country  :Russia g;stomer :Dr.Reddy’s Laboratories

Sales Order No. :8455250/20 ) Quantity released: 5842X25X2%'s

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

Name and address of | Cipla Ltd., Peninsula Business Park
Marketing Authorization | Lower Parel, Mumbai, India
‘Holder:

Senna extract equivalent to 13.5 mg of Sennosides

A &B as Calcium Salts.

Package size : 25X20’s Type of Pack : Blister

Mfg. Date :09/2024 Expiry date :08/2027

**Pack before : NA
(Incase of products (Pellets / Tablets) packed in fibre / HDPE drums.)

Name and address of | Simchem Pvi.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

Page 1 of 2 FMQA021-04-02




-

Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Brand Name :Senade

Generic Name :Sennoside Tablets 13.5mg

_ *Lot/ Packing Batch number :484100

Certification statement

. | hereby certify that the information is authentic and accurate.

This batch of product has been manufactured, including
packaging and quality contro! 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

authorizing the
release

Name and position/title and
address of person

batch

: Jyoti Shetye.

Head Quality.
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of person .
autnorizing  the  balch %@/
release
Date of signature (.1 o-202-4
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CERTIFICATE OF ANALYSIS
b CEPTHOHKAT AHAJIM3A

Page 1 of4/Crp. 1 m3 4

[Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJTETKH 13,5 mr

‘Batch No / Cepus Ne: 484100

Baich Quantity / Odbem cepuu:

3842packs / ynarosox

1AR No / Anangrudeckuii oruey Ne :

ARF/184/2024 | Date of Analysis / [lara anajnza:

11.10.2024

Date of Mfg / Jlata npoussoacrea:  09/2024

Date of Expiry / Uogen go:

08/2027

Analysis performed according ND / Auanus nposenén no H/A: I ND13745/61-18052Z, amend No. 1 dated
09.07.2024 / [T N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Test / TlokasaTenb

Ne Result / PesyasTarhi

Specification / Hopma

i 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 kpyrisie TabAeTKH €O
CKOLIEHHBIMIE XPasM# 0T KOPHYHEBOIO A0 TEMHO-
KOPUYHEBOro LiBeTa ¢ BRpannenuavi. Ha omuoi
cTopoHe Tabnetkn BeiaasaeHo cnoso «CIPLA», Ha
Apyrofi - MTUHHA paszsioma.

2 | Identification / IToAMMHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTByeT OKpaimmBasHne aMMIIadHOTO PacTBOpa B KpPacHBIi

AHTPaxuHOHOBBIC TITHKO3HIbI i

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
MeTnnnaparuapokcubeH3oar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBAHHS OCHOBHOIO NHKA HA XpOMATOTpamme
HCMBITYEMOTO PACTBOPA IOBKHO COOTBETCTEOBATh
BPEMEHH YASPIKUBARHA OCHOBHOTO MHKA HA
XpOMATorpaMme CTaHAapTHOro pacTsopa
MeTHanaparaapokenbensoara (pasnen
«MeTHIITaparuIpoKCHOEH30aT).

Average weight / Cpejnas
Macca

(%)

186.64mg / 186.64mr

189.99 mg +7.5% / 189,99 mMr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mponykr cootBeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknroyenune: OJOBPEHO

Checked by QC In-Charge / - ( ket
[okymeHT nposepeH OKK: =4

Approved by QA In-Charge /
NokymeHT oaoBper OOK:

A

Date / T
[arta: -

Date /

VelO~ 29 2.0
[aTta: e S5

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOHUKAT AHAJIN3A

PageZof4/Crp.2 uz 4

Product: SENADE TABLETS 13,5 me

Hpoaykr: CEHANE"Y, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484100

Batch Quantity / O6sem cepun:

S842packs / ynaxosor

AR No / Ananntudeckuii oryet Ne : ARF/184/2024 | Date of Analysis / JiaTa auaausa:

11.10.2024

Date of Mfg / Jlata npoussocrea:  09/2024

Date of Expiry / T'enen ge:

08/2027

Analysis performed according ND / Anaans nposenén no HJL: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 NGi3745/01-180522, ussi. N 1 or 09.67.2024

Ne Result / PesyiibTath

Test / TTokazarens

Specification / Hopma

4 | Uniformity of weight /
OnHopoaHOCTE 0 Macce

Complies / Coorercrayer

18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee + 7.5

/
%

2/20 tablets NMT +£15% / 2/20 He Gomee + 15%

5 | Loss on drying / IToteps B 2.5% NMT 6.0 % / He 6onee 6,0 % .
MaCce MPH BBICYITUBAH K

6 Dissolution / 78-97% NLT 70 % (Q) of sennosides in 120 minutes
Pactropenne He mchee 70 % (Q) cenHo3unos ucpes 120 mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn= 10 AV <L1.

OAHOPOANOCTL 103UPORAHHS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 sampies. 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=25.0.

[Toxasarens npuemmemocty s n=10 AV < L1,

B cnyuae, ecnu snadenne AV mpessiwaet L1,
NPOBOJAT HCMLITAHHE Ha cledyroiiux 20 obpa3suax.
s n=30 AV <L1. Bce 3Ha4eHus Xi JOIKHBI
YIAOBIETBOPATE HEPABEHCTRY:

IM-xif <0,01 x L2 x M.

LI =15,0; L2=250

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE  OrIpeje/ieHue
(CnextpodoTomeTpis)

13.94mg/tab /

13,94 mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (o7 90,0 o 115,0 %
CEHHO3HIOB B NepecueTe Ha CeHHo3ua B B ogHoit
tabaeTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCTBYET TpebosaHusm H/J

Conclusion : APPROVED /
3akntoyenune: OOOBPEHO

Checked by QC In-Charge / g.,ﬁe o
[okymeHT nposepeH OKK: i

Approved by QA In-Charge /
NokymeHT ogobpeH OOK:

Date /
Hara:

i

(Lte |

Date /

. W-lo 2024
Hara:

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




Fipia

CERTIFICATE OF ANALYSIS

N CEPTHOHKAT AHAJIN3A
Page 3of4/Crp.3 uz 4
Product: SENADE TABLETS 13,5 mg [Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 484100 Batch Quantity / OGoem cepun:  5842packs / yiiakoBox
- |AR No / Ananutigecknii oruer Ne : ARF/184/2024 | Date of Analysis / lata ananuza: 1].10.2024
Date of Mfg / JlaTa npomBoacrea:  09/2024 Date of Expiry / T'onen no: 08/2027 -

Analysis performed according ND / Auanus nposentu mo HII: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180322, m:3m. Mo 1 or 05.07.2024

Result / Pe3ysibraThl Specification / Hopma

Test / IMokasateiis

9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 Mr/Ta6.
parahydroxybenzoate(HPLC)/
Conepxanue 2
MeTHINaparuapokcubeHszoaTa 0,039Mr/Tat
(B2XKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGHoIOTHYIecKas YHCTOTa

104} | Total Aerobic microbial count /
O6uice uncno a3pobHLIX 40 Not more than 10* c¢fu/ g / He 6onee 10° /v

MHUKPOOPTaHHU3MOB

100) | Total combined yeast and mould . Not more than 10° cfu/ g /He Goznee 10° /r
count / Ob1mee yncio <10
NASCHEBLIX KU APOHIKEBBIX
rpnbos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10”/ g / He Gonee 10° /r
bacteria/ YcToiiuBbIe K
JIEHCTBHIO JKeTHH
rpaMOTpHLATEIBHBIE GaKTepHU

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin ! g/ OrcyretBue B 1 1
10¢) | Escherichia coli Absent /OTcyTeTRyioT Absentin 1 g/ Otcyrcteue 8 1 ¢
101 | Salmonella Absent / OTcyTCcTBYI0T Absent in 10 g /OtcyretBre B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumedanue: MpoaykT cooTBeTcTBYET TpebosaHusm HJl | 3akntovyenue: OJJOEPEHO

Checked by QC In-Charge / _ L2 Approved by QA In-Charge /

HokymeHT nposepeH OKK: T [okymeHT ogoBpeH OOK: %;:F/E’
Date / , Date / ©oa s o e

flata: T VI I e i<\ o- 1024

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



Cipl

CERTIFICATE OF ANALYSIS

» CEPTUDOUEKAT AHAJIM3A

5 Page 4 vi4/Crp. 4 u3 4
Product: SENADE TABLETS 13,5 mg Hpoayxi: CEHAAE", TABJETKH 13,5 mr ]
Batch No / Cepua No: 484100 Bateh Quantity / O6vem cepun:  S842packs / ynaronox
AR No / Apanurnaecknii oruer No : ARF/184/2024 | Date of Analysis / lata ananmsa: 11.10.2024 ]
Date of Mfg / {ara npomseoncroa:  09/2024 Date of Expiry / Toaen po: 08/2027
Analysis performed according ND / Anamas uposeaés no HJI{: 11 N013745/01-180522, amend No. 1 dated
$9.07.2024 / TE NO13745/01-180522, w3nsi. Ne 1 o7 05.07.2024 ]

Ne Result / PesvabTathi Specification / Hopma i

Test / [MoxazaTenb

11 | Package / YnakoBka Package / Ynakogka - 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 Tabnerox B
OnucTep U3 MIEHKH

. MOTHBUHHIXIOPHIHOH
(nomM3THIEHOBOH/
NOAUBUHUITICHXIOPUIHOMH) W
amoMHHHeBO Qodbru, no 25
ONUCTEPOB B KAPTOHHYIO MAUKy
C BIOXKEHHEM 25 MHCTPYKLMH
MO MPUMEHEHHIO.

Package / Ynaxoska - 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
Tabnerok B 6aucTep M3 TIEHKM TPeXcIoiiHoi
(MBX/I9/TIBJIX) n amomuauesofi Gonsra. [lo 2
ani 3 Gnucrepa BMecTe ¢ HHCTpyKUMeii o
NpUMEHSHHIO B KapTOHHYIO na4ky. [1o 20 tabnetok
B OIHCTEp H3 MUIEHKH MNOJHBUHHITXIIOPHIHOM
(O3 THIEHORBO#M / MOJTMBHHWIIEHXIOPHIHOM) 1
amoMHuHUeBOMH (onbry, no 25 61KUcTepos B
KAPTOHHYIO MA4Ky ¢ BIOKEHHEM 25 HHCTPYKIHIt 1o

HPHMBHEHHIOA
12 Labeling / Mapkuposka According to ND /
B coorBerctBuu ¢ HJ

13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMrneparype He
2 XpaHeHHst Bbie 25 °C.

14 Shelf life / Cpox roarocTH 3 years /3 ronma

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: NpoaykT cooTseTcTBYET Tpeboanuam HI | 3akntovenune: O0OBPEHC

Checked by QC In-Charge / ' ) Approved by QA In-Charge / At
[okymeHT nposepeH OKK: i’f et [okymeHT ofobpeH OOK: ’85 /
Date / G Date / )

Hara: R . Nlata: [t+1o~20 28

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




Authorized By (QA Head)
-~ Sign & Date: <, S

MASTER FORMAT
SIMCHEM PVT. LTD, __ A g a—
PLOT No, 60-63, iitie FPACHK STOCK INSPECTION CHECKLIST -EXPORT
- TUEM 'IN'DUSTRLAL ESTATE,
TUEM , PERNEM,, e ,
GOA - 403512, - Ref. Doc. No. | QA/G48 Page No. - 10f2
INDIA.

Previous Product N amy genadl i "0\";'t Previous Batch No. 48409 Line No. : ('1“
Product Name: 5enade Tﬂ led S70-000 19

*E,{PORI/LOFAL ‘3&\55151\[)43

484100

Batch No

2.0

Mig. Date: 04/202U  Exp Date: ©9/ 2027  Dateof inspection: from 031024 to O 3 fi) Y
Keys: = complies/OK NA = Not App able
- = Ng defecis are observed X=Daoes 1ot comp piy

Sr. iy ‘ SHIPPER NUMBER

No. SRR o 119 [ 9613 [ a4 |59 K

1. | Shipper Top / Bottom Taping (= v v v | v T\

2. | Shipper Overprinting / Labeling L A K ol v At ;!

3. i Packer Name NoY B p ¥Elar ) R S JgediFSe S mviyani i
4. | Shipper Filt Value (1ooK25420%) | v~  |v— e e e B e BN P e EYD)

5. | Bundling Quality/ Pouch Quality | @ [ NA [ &P [N | WP [ @ \ :

- | 6. | OuterCarton Overprinting Lt L A e D WA D v \ |
1 7. | Inner Carton Serialization e el s - po \
g Cracked/half tablet/Broken tablets = . B _ '
" | edges. , i i
9. | Missing Leaflet g = & = = o =
Blister Overprinting / Smudamg ' et

10. Embossmg N [ v (v N .

11. | Missing units/Extra units _ il 7 - i — il ) QAL 0 |
“12. | Broken/chipping/ moited Tabléts - - = - - - g
-13. | Spot/ Powder In Blister / Tablets. - or — — — — \

14. | sticking / Picking. = - = = s - \

: Sealing/foil/ pinhole/ forming
15. dafects - - - - = ==
16 lister /Wrinkles / Improper = _ -
" | Knurling/ Torn pocket - - B :
Foreign Product/Foreign/
8 b - - = — - = -
extranecus Material

18 Wrong appearance/difterent shape -

" | of tablets/blister B o = o =

19. | Colour of tablets v el e Ll DB Y \

20. | ¥* Other defect - - - = — —- \

- 21. | Total Defects, — = = & - - ‘ \

22. | Total replaced Units NP CTWA v [ NA | R )
o3 | S}Jippcn weig.bi‘gf_aach_sbippcx after 91150 |9)-230 |9 10 1912320 [2)15T [l0000®

“7" | inspection (kilogram/gram} '
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Authorized By (QA Head)

- Sign & Date: ¢
a MASTER FORMAT e
SIMCHEM PVT, LTD. —_ et P e AP
PLOT Ne. 60-65. fitle PACK STOCK INSPECTION CHECKLIST -EXTORT
" TUEM INDUSTRIAL ESTATE,
:M , PERNEM, a . .
R gy Ref, Doc. No. | QA48 Page No. s
INDIA.
3 = 3 o %5 L\V‘\
T Sncha! |Snena [DceprlapDeceald Snenat[ISpenatl T~ A
‘ g @, f‘}j &! —— &! —‘fll( OZJ' ljﬁ‘
Checked By g2:lo'2Y Oj‘iﬁ'z'( 0302 4jo%lo 24 1310 24 {2 102 o) Q¥ ¢ LA ]

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

FINAL INSPECTION CHECKLIST:

Certificd By: _#f 030 2 Rechecked By:

@o%~10~lq

| Total shippers packed in s Total shippers checked in batch
: Batch S&{ul| + ol Loose 3
| Total Quantity packed ¥ % of Pack Stock carried out on
L4y2 G lg : 1O~
SEY2¥25v20'S it {apl
Defect Observed - =y
** If any Other defect observed .
| Nature Of Defect Observed ( Critical, Major, Minor)
" Action Plan For Defect
NS
Corrective Action And Preventive Action ( CAPA) L a
{ If Applicable For Details Enter CAPA Number) re
Decision For Further Pack Stock Inspection N ﬂ'
Total-Replaced Unit Blister/Carton/Shipper A
\Ccﬂ—ﬁ

Approved By:

(Packing Gfficer) (QA Officer)

{Quality Assurance Head / Executive)

et o'g 02224

Confidential Document

Restricted circulation
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