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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPHUKAT AHAJIU3A

Pagel1of 5/Crp.1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yk1HH®, TableTKH, NOKPbITHIE MIEHOYHOH 060/1049KOH, 400 mr + 325 mr

Batch No / Cepust Ne : V2300268

Batch Quantity / Oobem napruu : 727.5 KG

040001775565

Analytical Report No / AnanuTu4eckuii oruer Ne :

Date of Analysis / Jlata ananusa: 28.02.2023

Date of Manufacture / Jlata npon3soacrsa : Feb-2023

Date of E

xpiry / Cpok roasoctu : Jan-2028

Analysis performed according ND / Ananu3s npoeaen no HJ: TIN011252/01-300522

Ne Test / Iloka3zaTeib

Results/ Pe3ynbTaThl

Specification / Hopma

1 [Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KancynoBUAHON (OpMBL, ITOKPBITHIE
NJIeHOYHOH 000JT0UKOl OpaHXKeBOro
HBETa, C PUCKOH HA OJHOM CTOPOHE,
Ha TOMEpPeHHOM paspese — SAApPO
6esoro LBera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KancyjioBHAHOH hopwmbl,
[IOKPBITEIE MNEHOYHOH 000JI0UKOH
OpaHXEeBOTo LBETa, C PUCKOH Ha OJHOW
CTOpOHE; Ha MOTNEPEeHIHOM paspese — Aapo
6es10ro UK NouTH 6eNnoro UBETa.

Remarks: The Product conforms to ND/
Hpumeuanne: [Ipoaykr cooTseTcTBYeT Tpeboanusm HJI

Opinion: APPROVED
3axmiouenue: OJJOBPEHO

Prepared
bylloarorosneHo:
Pardeep Kumar

=

Checked by /
1 lpoBepeHo: Himesh Kumar

==

Approved by: Manager/Executive
/OnodpeHo: Meue fimep/ Pyrosoau

Reprint Date: 28.02.2023
Hara:

Reprint Date: 28.02.2023
Jara:

Reprint Date: 28.02.2023
JlaTa:
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIN3A

Page 2 of 5/ Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGyxaun®, TabneTky, NOKPLITLIC NIeHOYHOH 000104K0#H, 400 Mr + 325 Mr

Batch No / Cepust No : V2300268

Batch Quantity / Oobem naptun : 727.5 KG

040001775565

Analytical Report No / AHanuTuyeckuii oruer Ne :

Date of Analysis / JlaTa anaiau3sa: 28.02.2023

Date of Manufacture / Jlata npon3soactsa : Feb-2023

Date of Expiry / Cpok rojauocti : Jan-2028

Analysis performed according ND / Anann3 mposeaen no HJL: T1 NO011252/01-300522

2 Identification /
IloanuHHOCTB

Complies as prescribed/
CoOoTBETCTBYET

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) /
BpeMena ynepxkuBaHUsi OCHOBHBIX NUKOB
Ha XpoMarorpaMmme HCITBITYEMOTO
pacTBopa  JO/DKHBI ~ COOTBETCTBOBATH
BpeMeHaM  yIepXKMBaHMs [MHUKOB  Ha
XpoMaTorpamMMe pacTBoOpa CTaHAAPTHBIX
obpasiio nOynpodeHa M Mapaueramona
(paznen «KonnuecTeeHHOE
oTIpeieNICHUE»)

Cpenusis Macca
TabneTok

3 | Average tablets weight

974.2 mg/974.2 mr

940.9 mg to
(970.0 mg £ 3%) /

Or 940,9 MI o
(970,0 Mmr £+ 3 %)

999.1 mg

999.1 MT

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoLyKT cOOTBETCTBYET TPEOOBAHHUAM HJ,

Opinion: APPROVED
3aknaiouenune: OJOBPEHO

Prepared
bylloarorosieHo:

Pardeep Kumar C[:/'

Checked by /
[Tposepeno: Himesh Kumar

N PR

Approved by: Manager/Executive
/OnobpeHo:Meneaxep/PykoBoaut

enb : Abhighek Chauhan
L )

Reprint Date: 28.02.2023
Hara:

Reprint Date: 28.02.2023
JlaTa:

Reprint Date: 28.02.2023
Hara:
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Dr. Reddy's Laboratories Ltd.
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Page 3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykanu®, TabieTKH, NOKPbIThIE IJIeHOYHOH 000104Ko0il, 400 M + 325 mr

Batch No / Cepus Ne : V2300268

Batch Quantity / Qobem nmaprun : 727.5 KG

040001775565

Analytical Report No / AHanuTH4ecKknii oTuer Ne :

Date of Analysis / JlaTa ananu3za: 28.02.2023

Date of Manufacture / lata npon3poacrsa : Feb-2023

Date of Expiry / Cpox rognocts : Jan-2028

Analysis performed according ND / Anaan3 nposeaen mo HJI: I1 N011252/01-300522

4 |Disintegration /
Pacnanaemocts

06 min /06 Mu

Not more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /
PactBopenne

94 % 10 103 %

97% to 100 %

Not less than 70% (Q) CisHisOs
|(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CuiHy0;
(nbynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO:;
(napaueramon) yepes 30 MuH

6 |Related substances /
PojcTBeHHDBIE NpUMeECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0002 %

0.04%

0.04%

4-aminophenol {paracetamol impurity) /
4-amunHodeHon (MpuMech MapalieTaMmona)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobag enuHuyHas
npHUMech (ubynpodeHa 1961’}
napareramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/

Ipumevanne: [TponykT cooTBeTcTBYET TpeboBanusam H/J

Opinion: APPROVED
3akmaouenune: OJIOBPEHO

Prepared
bylloaroroBneHo:

Pardeep Kumar ’L’/_
< 3

Checked by /
[TposepeHo: Himesh Kumar

c:;\ié,/—Q

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaut
ellb : Abhishek ChauhaY

Reprint Date: 28.02.2023
Hara:

Reprint Date: 28.02.2023
JlaTa:

Reprint Date: 28.02.2023
Hara:
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND{A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDHKAT AHAJIN3A

Page 4 of 5/ Crp. 4u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykauH®, TabaeTKH, NOKPbIThIE IIJ1IeHOYHOH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300268

Batch Quantity / O6bem naptuu : 727.5 KG

040001775565

Analytical Report No / Ananntuuecknii oTuer Ne :

Date of Analysis / lata ananusa: 28.02.2023

Date of Manufacture / lata npouszsoactpa : Feb-2023

Date of Expiry / Cpok roanocrty : Jan-2028

Analysis performed according ND / Anann3 nposened o H/I: 11 N011252/01-300522

a) Total aerobic
microbial count /
Obuiee 4HCIIO
a’pOBHbBIX
MHKPOOPTraHU3MOB

b) Total combined
/ Ob11iee unucno
JIPOAOKEBBIX H

TIJICCHEBBIX FpI/I6OB

c) E. coli

yeasts and mould count

Less than 10 CFU/g/
Meunee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTcyTCTBYET

7 |Water/Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0/
OaHOpOJIHOCTD ITokazarens npuemaemoctd (AV) nonxex
JI03UPOBaHUSA OBbITE He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
2.2 more than 15.0/
- Paracetamol/ [Tokazatens npuemnemoctd (AV) nomxen
napaLeTaMmoll 6bITh He Oonee 15,0
9 [Microbial limits /
Mukpobuonoruyeckas
YHCTOTA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OrcyTcTBHE B
Ir

Remarks: The Product conforms to ND/

ITpumeyanne: Ilponykt coorBeTcTBYET TpeboBanusam HJL

Opinion: APPROVED
3axurouenue: OJJOBPEHO

Prepared
bylloaroToBneHo:
Pardeep Kumar

Checked by /
[Tpoepeno: Himesh Kumar
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Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaut
ensb : Abhishek Chauinan
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIHU3A
Page Sof 5/ Crp.5u3 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykauH®, TabaeTKH, NOKPBITHIE MJIEHOYHOI 060104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2300268 Batch Quantity / O0wem naprtuu : 727.5 KG
Analytical Report No / Ananutnueckuii order No : Date of Analysis / lata ananuza: 28.02.2023
040001775565
Date of Manufacture / lata npon3BoacrTba : Feb-2023 [Date of Expiry / Cpok rognocru : Jan-2028
Analysis performed according ND / Anaan3 nposeaen mo HJI: [T N011252/01-300522
10 Assay/ 360.0 to 440.0 mg of Ci3HisO»
KonnyecteeHHoe 405.6 mg / 405.6 mr (Ibuprofen) per tablet /
onpejienesue Ot 360,0 Mr pgo 440,0 mr C;3Hi;30-
(ubynpoden) B Tabnerke
292.5 to 3575 mg of CiHoNO»
334.69 mg/ 334.69 mr (Paracetamol) per tablet /
Ot 2925 mr pmo 357,5 mr CsHoNO»
(napaueramou) B TabneTKe
11 | Package / YnakoBka 10 tablets in PVC/AIl blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
Jeaflet in a carton. / Ilo 10 |in a carton. / ITo 10 Tabnerok r IIBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6auctep. [lo 1, 2 wnu 20 6nucrepos B
Omictepy B Nadky KapTOHHYHO |Mayky KapTOHHYIO BMECTe c
BMECTE ¢ HHCTPYKIHEiT HHCTPYKIMEH 10 MPUMEHEHHIO.
10 IPHMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B cootsetctsun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne ITpu Temnepatype He Bble 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOJHOCTH

Remarks: The Product conforms to ND/
IIpumeyanue: IIpoaykT coorBeTcTBYET TpeboBaHusam HJL

Opinion: APPROVED
3aknwuenne: OJOBPEHO

Prepared
bylloarorosieHo:

Pardeep Kumar ()L}

Checked by /
[Iposepeno: Himesh Kumar

=) ——

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaut
enb : Abhjishek Chauhan

o
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