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CEPTHO®HUKAT AHAJIHN3A

Page1of 6/ Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TaG1eTKH, MOKPLIThIE IIEHO4YHOH 060/104K0i, 400 mr + 325 mr

Batch No / Cepust No : V2302084

Batch Quantity / O6bem napTuu : 769.05 Kg

Analytical Report No / AHanuTHYeCKuH oTyeT Ne :
040002287696

Date of Analysis / JlaTa ananu3a: 28.11.2023

Date of Manufacture / lata npousBojcrtsa : 10/2023

Date of Expiry / Cpok rogsoctu : 09/2028

Analysis performed according ND / Anaqu3 npoeenes no HJL: IT N011252/01-160123

Ne  |Test/ Ilokasaresnb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onncanune |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  TaGnerku|core at the cross-section. / Tabnerku
KancynoBUAHOH (OpMBI, MOKPBITHIE|KANCYIOBUAHOR  GOPMBI,  TIOKPBITHIE
IUJIEHOYHOH 060JIOUKOM OpaHXeBOTO|IJICHOUHOH  ODOJIOUKOW  OpaHKEBOTo
11BETa, C PUCKOH Ha OJHON CTOPOHE;|1BETa, C PHCKOM Ha OIHOH CTOpOHE; Ha
Ha TOMEpEeYHOM paspe3e — SAPO|MONepedHoM paspese — aapo Genoro uiu
Oenoro LBeTa. noyTu 6€0ro LBETA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToaJIMHHOCTB CooTBeTCTBYET the chromatogram of the iest solution
should correspond to the retention times
of the peaks on the chromatogram of]
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpeMeHa yiep>KUBaHUsI OCHOBHBIX NUKOB
Ha XpoMmarorpaMmme HCIIBITYEMOTO
pactBopa  JOJKHBI ~ COOTBETCTBOBATH
BpeMEHAM  YJEpXUBaHHs [HMKOB Ha
XpoOMaTorpaMMme pacTBOpa CTaHJAPTHBIX
o6pa3ioB uOynpodeHa u napaueramolia
(pazmen «KonuuecTseHHOE
ONPEJICNICHUE)
3 |Average tablets weight 968.1 mg/968.1 Mr From 9409 mg to 9991 mg
Cpenuss Macca (970.0 mg £3.0 %) /
TabJIeTOK Or 940,9 wmr go 9991 MI

970,0 Mr £ 3,0 %
(970, ,0 %)

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBercTByeT Tpedosanusam HJI

Opinion : APPROVED
3axnouenue: OJJOBPEHO

Jlara: 28.11.2023

Jata: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroroBneko; IIposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoaurens
Rama Kant &\y\b’d— ' ? Manoj Kumar t,w'p

/ - @-/’J
Reprint Date:. ' Reprint Date: Reprint Date:

Jlara: 28.11.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Page2 of 6/ Crp.2 u3 6

ri’;)duct: Ibuclin, film-coated tablets, 400 mg + 325 mg
| H6ykanu®, TabeTiH, NOKPBITHIE IIEHOYHOH 060104KO0il, 400 Mr + 325 mr

Ratch No / Cepust Ne : V2302084

Batch Quantity / O6wem maprun : 769.05 Kg

040002287696

Analytical Report No / AnanuTn4ecknii oryer Ne :

Date of Analysis / [laTa anannsa: 28.11.2023

| Date of Manufacture / Jlata npousBoacrea : 10/2023

Date of Expiry / Cpok rogsocts : 09/2028

| Analysis performed according ND / Ananus nposenes no HJL: I1 NO1 1252/01-160123

4 |Disintegration /
PacnamaemocTs

08 min 40 sec / 08 muH 40 cex

Not more than 30 min /
He 6onee 30 muH

5 |Dissolution /
PactBopeHue

99 % To 103 %

98% to 104 %

Not less than 70% (Q) of C;3HigO:
(Tbuprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaueramonn) dyepes 30 MUH

C13H 302

CsHoNO,

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

ara: 28.11.2023

Jlarta: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Moarotornexo: ITpoBepeno: Pardeep Kumar Ono6peno: Menemxep / Pykopoaureib
Rama Kant w f ) Manoj Kumar @‘_ﬁ)
Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.11.2023
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CEPTU®UKAT AHAJIM3A

Page3 of 6/ C1p.3 m36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, TabeTKH, HOKPbIThIE MIeHO4HO# 000104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2302084

Batch Quantity / O6bem mapTuu : 769.05 Kg

040002287696

Analytical Report No / AHaauTHYeCKHH oTyeT Ne :

Date of Analysis / /laTa anasnusa: 28.11.2023

Date of Manufacture / lata npousBoacrsa : 10/2023

Date of Expiry / Cpok rognoctu : 09/2028

Analysis performed according ND / Ananun3 nposeges mo HJI: [1N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

Poncreennsie npuMecu - not more than 0.005 % /

Method 1/ Mertog 1 4-amuHobeHon (IpUMech napareramona)
- »e Gonee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIMHUYHAs IpUMECh
(ubynpodeHa unm mnapaueTamMona) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)

0.07% - not more than 0.7 % /
CymmMa npumeceit (Meron 1 + Merton 2)
- He 6onee 0,7 %
9 |Water/ Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBercTBYeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 28.11.2023

JlaTa: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloaroToBieHo; IpoeepeHo: Pardeep Kumar Ono6peno: Menemxep / PykoBoaurens
Rama Kant J Manoj Kumar '

M/ ij—f -
Reprint Date:. Reprint Date: Reprint Date:

JlaTa: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
www drreddys.com

CEPTUO®HUKAT AHAJIM3A

Page 4 of 6/ Crp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaun®, TabiieTkH, NOKPLITHIE INIEHOYHOI 000104K0i, 400 Mr + 325 Mr

Batch No / Cepusa Ne : V2302084

Batch Quantity / O6bem naptuu : 769.05 Kg

Analytical Report No / AHaauTHYecKHH oT4eT Ne :

040002287696

Date of Analysis / [lara anamnsa: 28.11.2023

Date of Manufacture / Jara npoussoactsa : 10/2023

Date of Expiry / Cpok rognoctu : 09/2028

Analysis performed according ND / Ananu3 nposesen mo HJI: TTN011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOIHOCTE Acceptance value (AV) should be not

JO3UPOBAHUSA 1.1 more than 15.0 /

- Ibuprofen /u6ynpocden TTokazaTens npremyieMocTd (AV) nosnkeH
OBITH He 6osee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaleTamos more than 15.0 /
IMoxazatens npuemneMoctd (AV) nomkex
65ITs He 6osee 15,0

11 |Microbiological purity /

Miukpobuonoraueckas

yuctoTa*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O61ee yrcno

aspobHBIX

MHKPOOPTaHU3MOB

b) Total combined NA Not more than 100 CFU/g /

yeasts and mould count He 6onee 100 KOE/r

/ Obuiee yucno

JPOXOKEBBIX U

TUIECHEBBIX IpuboB

¢) E. coli NA Shall be absent in lg / OTcyrcTBHE B

Ir

Remarks : The Product conforms to ND/

IIpumeuanmne: Ilponykt coorBeTcTBYeT TpeboBaHusiM HJI

Opinion : APPROVED
3axsouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToAroToBaEHO: lh [lposepeHo: Pardeep Kumar Onobpeno: Menemxep / Pyxoksﬁumem,
Rama Kant b Manoj Kumar

R _ J g
Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.11.2023

Jlara: 28.11.2023

Jata: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
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Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS, ..\, drrvicvs.com
CEPTHU®UKAT AHAJIH3A

Page S of 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykann®, Ta6iaeTKH, NOKPHITHIE ILIEHOYHOH 000/104K0#, 400 mr + 325 Mr

Batch No / Cepus Ne : V2302084

Batch Quantity / O6bem maptum : 769.05 Kg

040002287696

Analytical Report No / AuannTuueckuii oryer Ne :

Date of Analysis / JlaTa anaau3za: 28.11.2023

Date of Manufacture / Jlata npoussoacrsa : 10/2023

Date of Expiry / Cpok roguoctu : 09/2028

Analysis performed according ND / Ananau3 nposeaen mo HJI: IIN011252/01-160123

12 |Assay/
KonuyectBeHHOE
onpeneneHue

394.1 mg/394.1 mr

321.11 mg/ 321.11 mr

From 360.0 to 440.0 mg of C;3sHisO2
(Ibuprofen) per tablet /

Or 360,0 mMr mo 440,0 mr C;3HisO,
(ubynpoden) B Tabnerke

From 292.5 to 357.5 mg of CsHoNO:
(Paracetamol) per tablet /

Or 292,5 mr po 357,5 mr CsHoNO;
(napaueramorn) B TabneTke

13 | Package / YakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. Io 1
onMcTepy B NayKy KapTOHHYIO
BMECT€ C  HHCTpyKUUEH IO
AOPUMEHEHHIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B IIBX/Al
6mctep. Ilo 1, 2 umu 20 GnucrepoB B
nauky KapTOHHYIO BMECTE c
HHCTPYKIHEH N0 NPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBerctuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue I1pu Temnepatype He Bbiuie 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
FOJHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoauTCss NPOM3BOAUTENEM IIPH
BBIMyCKE MEPHOANYECKU: Ul Kax a0k 20-0if cepuu wim He MeHee 1 pasa B rof. ITokaszarens MOXET ObITh
He BKJIIOUEH B cepTH(UKAT aHANn3a GUPMBI

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoxykT cooTBeTcTBYeT Tpebopanuam HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 28.11.2023

Jara: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[JoarorosieHo: [Mposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBonuress
Rama Kant W E Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

JaTa: 28.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS v pvrciredsivz.com

CEPTHOUKAT AHAJII3A

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxnun®, TabeTKH, NOKPBITHIE IIeHOMHOii 060104K0#, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302084

Batch Quantity / Oonbem maptun : 769.05 Kg

040002287696

Analytical Report No / AHanaTu4eckui oryer Ne :

Date of Analysis / [lata ananu3a: 28.11.2023

Date of Manufacture / Jlata npoussoactsa : 10/2023

Date of Expiry / Cpok rognocts : 09/2028

Analysis performed according ND / Anaan3s nposeaed mo HJI: TIN011252/01-160123

API name (INN) /

Hanmenosanue AGC (MHH): Ibuprofen / M6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepun npousBoauTeIst PIBM230356 0321/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00450 FEQA00437

Howmep cepuu cyGeTaHuuu
npoussoantess I'JIdD:

API Manufactured by & country /
Hpouszsogurens AD®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumuren,
Hunus

1o ¥ ¢+

Sri Krishna Pharmaceuticals Lid.,
India / Ilpu Kpuina
®apmacwrotukanc Jita., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBETCTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBnieHo; [Tpoeepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBoaurens
Rama Kant t Manoj Kumar '

Reprint Date:. Reprint Date: Reprint Date:

Jara: 28.11.2023 Hata: 28.11.2023 JlaTa: 28.11.2023
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