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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIHM3A

Page 1 of 5/Ctp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykaun®, TabaeTKi, NOKPLITHIE NJIEHOYHOI 060J101K0H, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300327

Batch Qu

antity / O6bem napruu : 752.05 KG

040001777499

Analytical Report No / AnanuTHueckuii oryer Ne :

Date of Analysis / Jlata anaansa: 01.03.2023

Date of Manufacture / /lata npouszsoacrna : Feb-2023

Date of Expiry / Cpok roanocts : Jan-2028

Analysis performed according ND / Awasnns nposesen mo H/L: IT NO1 1252/01-300522

Noe Test / IToka3zaTean

Results/ Pe3yabTaThbl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KancynoBUAHOH (DOPMBI, MOKPBITHIE
nJieHoYyHOH 000NOYKOH OpPaHKEBOTO
L[BETA, C PUCKOIN HA ONHOH CTOpOHE;
Ha TNOMEpedyHOM paspese SApO
6enoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerky  KancyJlOBHIHOM dbopMbl,
TIOKPBITBIE MJIEHOYHOMH obosoukoi
OpaHXeBOTO L[BETA, C PUCKOH Ha OAHOH
CTOpOHE; Ha TIONEPEYHOM paspese — sIpo
Genoro Wiy no4Ty 6eoro uBeTa.

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBercTyeT TpedoBaHnam HII

Opinion: APPROVED
3axmovyenne: OJIOBPEHO

Prepared
bylToarororneHo: Naresh

Kumar @L

A

Checked by /
ITpoeepeHo: Pardeep Kumar

QL:—'

Approved by: Manager/Executive
/Onobpero:Mene mxep/PyKoBOAUT
enb : Abliishek Chauhan

Reprint Date: 01.03.2023
Jara:

Reprint Date: 01.03.2023
Jara:

Reprint Date: 01.03.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykauH®, Tab1eTKH, MOKPbITHIE NIeHO9HOo# 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300327

Batch Quantity / O6bem naptuu : 752.05 KG

040001777499

Analytical Report No / AHajuTn4eckuii oTuer Ne :

Date of Analysis / Jlata ananu3za: 01.03.2023

Date of Manufacture / Jlata nponssoacrsa : Feb-2023

Date of Expiry / Cpok rognocru : Jan-2028

Analysis performed according ND / Anann3 nposeaen mo HJ/I: [1N011252/01-300522

2 Identification /
ITognHHOCTE

Complies as prescribed/
CooTBeTcTBYET

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of]
ibuprofen and paracetamol reference
standards solution (section Assay) /

BpemeHa ynep:KkHBaHHUS OCHOBHBIX ITHKOB
Ha XpoMarorpamme UCIIBITYEMOTO
pacTeopa  NOMKHBI  COOTBETCTBOBATH
BPCMEHaM  YACPKUBaHHS IIMKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o0pazuos ubynpodeHa H mapaueraMmosna

CpenHsis Macca
TabneTok

(paznen «KomnnuectBeHHOE
onpeseNicHUEe»)
3 |Average tablets weight 968.1 mg/ 968.1 mr 940.9 mg to 999.1 mg

(970.0 mg + 3%) /
Or 940,9 M J0
(970,0 Mr 3 %)

999,1 MTI

Remarks: The Product conforms to ND/
Iipumeuanue: [Iponykr coorBercTByeT TpeboBanusam HJI

Opinion: APPROVED
3akarouenne: OJJOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylloaroroneHo: Naresh | [Iposepeno: Pardeep Kumar /Ono6peyo:Menemxep/PykoBoaur
Kumar é enb : Abhijshek Chauhan

- |\\ B
Reprint Date: 01.03.2023 Reprint Date: 01.03.2023 Reprint Date: 01.03.2023

Jlara:

Hara:

Hata:
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CEPTUOHKAT AHAJIU3A

Page3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyraun®, TabireTku, NOKPHITHIE IeHOYHOI 000104 K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300327 Batch Quantity / O6bem napriu : 752.05 KG
Analytical Report No / Anaautudeckuii oruer No : Date of Analysis / Jlata ananunsza: 01.03.2023
040001777499

Date of Manufacture / lata npoussogcrsa : Feb-2023 |Date of Expiry / Cpok rogsocrs : Jan-2028

Analysis performed according ND / Anasus nposeen nmo HII: [T N011252/01-300522

4 Disintegration / 06 min /06 Mu Not more than 30 minutes / —‘
Pacnanaemocts He 6onee 30 muH

5 |Dissolution / Not less than 70% (Q) Ci3Hs0.
PacTBopeHue 97 % to 98 % (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Cp;Hi0,
(ubynpoden) uepes 30 muH

Not less than 70% (Q) CsHoNO,
96% to 99 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramosn) yepes 30 MUH

6 [Related substances / 4-aminophenol (paracetamol impurity) /
PoncreenHbie npumecu 0.0001 % 4-amuHOdeHON (IpHUMech MapalleTamona)
Method 1/ Meton 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / Jliobas eauHuunas
NpUMECH (nbynpodena UITH

napareramosna) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.04% Cymma npumeceii (Meron 1 + Mertog 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to NTY/ Opinion: APPROVEDN
IIpumeuanne: [Tpoaykr cootercTByeT Tpebopanmsam HJI 3axmoyenne: OOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Naresh | ITposepeno: Pardeep Kumar /Ono6pexo:Menemkep/PykoBoaut
Kumar & ei1b : Abhjishek Chauhan

3 = |
Reprint Date: 01.03.2023 Reprint Date: 01.03.2023 Reprint Date: 01.03.2023
Hara: Hara: Jara:
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CEPTUDOUKAT AHAJIN3A

Page 4 of 5/ Ctp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, tabieTki, HOKPLITHIE MIEH0YHON 060J04K0¥, 400 mr + 325 mr

Batch No / Cepust Ne : V2300327 Batch Quantity / O6bem naptuu : 752.05 KG
Analytical Report No / AHajinTH4ecKkuii oryer Ne : Date of Analysis / lata ananu3za: 01.03.2023
040001777499

Date of Manufacture / /laTta npounsBoacrsa : Feb-2023 [Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Auasinz nposegen no HJI: T1 N011252/01-300522

7 |Water/Bona 1.2 % Not more than 5.0% /
He 6osiee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.7 more than 15.0/
OpnHoponHocTb ITokasaresns npuemnemoctu (AV) nomxen
Jl03UpOBaHUS obITE He Honee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
2.5 more than 15.0/
- Paracetamol/ ITokazarens npuemneMoctu (AV) noymkeH
rapauneTaMon OBITE He Hosee 15,0
9 |Microbial limits /
Miukpobuonorndeckas
YHCTOTA
a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
| microbial count / Metee 10 KOE/r He 6onee 1000 KOE/T
O6uee uucno
adpoOHbIX
MHKPOOPTaHHU3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Obuiee gucio
JPOXOKEBBIX U
MIJIECHEBBIX TpUbOB
¢) E. coli Absent / OTcyrcTBYET Shall be absent in l1g / OTcyTcTBue B
Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [Ipoaykr coorBeTcTByeT TpeGopaHmaM HJT 3akiouenue: OJJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneno: Naresh | ITposepeno: Pardeep Kumar /Onobpeno:Menemxep/PykoBoauT
Kumar enb : Abhishek Chauhan
& . l
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Reprint Date: 01.03.2023 Reprint Date: 01.03.2023 Reprint Date: 01.03.2023
Jara: Hara: Hara:
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CEPTH®HKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabiaeTki, NOKPbiThie M1eH04YHOH 000104 KO, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300327 Batch Quantity / O6bem mapruu : 752.05 KG
Analytical Report No / AranuTudeckuii oTyer Ne : Date of Analysis / JlaTa ananusa: 01.03.2023
040001777499

Date of Manufacture / Jara npon3soacrsa : Feb-2023 |Date of Expiry / Cpok rojsocty : Jan-2028

Analysis performed according ND / Ananus npoBejieH 1o HJ1: TIN011252/01-300522

10 |Assay/ 360.0 to 440.0 mg of C;3HisO-
Konnyectsennoe 405.6 mg / 405.6 Mr (Ibuprofen) per tablet /
onpene/ieHne Ot 360,0 mr no 440,0 mr CiHisO.

(ubynpoden) B TabJETKE

2925 to 3575 mg of CsHoNO»
331.99 mg/331.99 mr (Paracetamol) per tablet /

Ot 292,5 mr po 357,5 mr CsHoNO:
(napaietamon) B TaOneTKe

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / ITo 10 |in a carton. / [To 10 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6aucrep. [To 1 |Gnuctep. Tlo 1, 2 nin 20 6mucrepos B
OnuMcTepy B Ia4Ky KApTOHHYK |Madky KapTOHHYO BMeEcCTe c
BMECTE ¢ MHHCTPYKLIHEH UHCTPYKIKEH 110 IPUMEHEHMUIO.

IO IPUMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B cOOTBETCTBUH C H/I.

13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue [Ipu Temnepatype He Bbiue 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
FOAHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoaykr coorsercTayeT TpeboBanusim HJL 3axmoyenune: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylToarotosneno: Naresh | ITpoeepeHo: Pardeep Kumar /Ono6peHo:Menenxep/PykoBoaut
Kumar enb : Abhishek Chauhan
3 : -
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