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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 5/ Crp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykanH®, Tab1eTKH, MOKPBIThIE MJIEHOYHOH 060J104K0i1, 400 mr + 325 mr

Batch No / Cepus Ne : V2300181

Batch Quantity / O6bem napruu : 776.0 KG

Analytical Report No / AHajiuTH4ecKHii oTueT No :
040001747701

Date of Analysis / /laTa ananusza: 31.01.2023

Date of Manufacture / Jlata npousBoacTsa : Jan-2023

Date of Expiry / Cpok roguoctd : Dec-2027

Analysis performed according ND / Ananus nposenen no HJI: I1 N011252/01-300522

Ne

Test / IlokazaTeanb

Results/ PesvabTaTsl

Specification / Hopma

1

Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KancynoBUAHOH (OpMbl, NOKPbLITHIE
nieHouHolt o6onoukofi opaHKeBOro
11BET4, C PUCKON Ha OJHOM CTOPOHE,;
Ha TIOMEPEYHOM pa3pe3e — sapo
Oesoro uBeTA.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or oft-white core. /
Tabnetknn  kamcynoBMAHOH bopwmnl,
NOKPBITBIE NJIEHOYHOH obonouxkoi
OpaHXEeBOro LBeTa, C PUCKOH Ha OnHOMH
CTOpOHE; Ha TIONEePEUHOM paspese — AApo
6eJoro Wiy noyTu 6e10ro LUBETA.

Remarks: The Product conforms to ND/
IIpumeuyanne: [IponykT cootBeTcTBYET TpeboBaHusaM HJL

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /

Kumar

[Toxarotosneno: Pardeep

o

Checked by /
Ilposepeno: Himesh Kumar

\

\J

p—

—_— =

Approved by: Manager/Executive
/Ono6peHo:Menenxep/PykoBoauT

enb : Manoj Kumar

Jara:

Reprint Date: 31.01.2023

Reprint Date: 31.01.2023

Reprint Date: 31.01.2023
Hara:

Registered Office: 8-2-337

Hara:

Road No. 3, Banjara Hills, Hyderabatc

- 500034, Telangana, Ingia

Tel: +91 40 4900 2900, Fax +91 40 4200 7999, Email: mail&drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page2 of 5/Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUOoykAnH®, TableTKH, NOKPLITHIE MJIeHO4YHOoii 0000uK0i, 400 mr + 325 mr

Batch No / Cepna Ne : V2300181

Batch Quantity / O6bem naptun : 776.0 KG

040001747701

Analytical Report No / AHanuTHYecKH#H oTueT Ne :

Date of Analysis / /laTa ananusa: 31.01.2023

Date of Manufacture / lata npon3BoacTsa : Jan-2023

Date of Expiry / Cpok roanocrn : Dec-2027

Analysis performed according ND / Ananus nposenen no HJI: [T NO] 1252/01-300522

2 Identification /
[TogMMHHOCTD

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 yaepKuBaHHsl OCHOBHBIX ITHKOB

Ha XpoMarorpamme UCHBITYEMOIO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpEeMEHAM YACPXKVBaHNUA MUKOB Ha

XpoMarorpaMMe pacTBopa CTaHAAPTHBIX
obpasioB ubynpodena ¥ napaneramona
(paznen «KonnuecTBeHHOE
OMNpeLeNCHUE»)

3 |Average tablets weight
CpenHsis Macca
TabneTok

969.9 mg / 969.9 mr

940.9 mg to 999.1 mg
(970.0 mg = 3%) /

Ot 940,9 Mr o 999,1 Mr
(970,0 mr = 3 %)

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTrcTByeT TpeboBaHuaM HJI

Opinion: APPROVED
3akmogenue: OJOBPEHO

Prepared by /
IToaroroeneHo: Pardeep

Kumar
-

Checked by /
[TpoeepeHo: Himesh Kumar

e

(¢}

Approved by: Manager/Executiv
/Ono6peHo:MeHemxep/PykoBoaut

enb : Manoj Kumar /

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Jara:

Reprint Date: 31.01.2023
Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories 1td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHD®HKAT AHAJIM3A

Page 3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxrann®, TabaeTin, NOKPBITHIE MIEHOYHOH 060:104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300181

Batch Quantity / O6bem naprum : 776.0 KG

Analytical Report No / Anasmurudeckuii oruer No
040001747701

Date of Analysis / laTa anann3za: 31.01.2023

Date of Manufacture / /lata npon3sojacrea : Jan-2023

Date of Expiry / Cpok roanoctu : Dec-2027

Analysis performed according ND / Anasus nposenen mo HJI: T N011252/01-300522

4

Disintegration /
PacnanaemocTs

07 min /07 mu

Not more than 30 minutes /
He 6onee 30 mun

Dissolution /
PactBopenne

96 % to 101 %

97% to 104 %

Not less than 70% (Q) Ci13Hi50,
(Ibuprofen) dissolved in 30 minutes /

He wmemee 70 % (Q) Ci3His0;
(ubynpoden) yepes 30 Mun

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmemee 70 % (Q) CsHoNO,
(napaueramon) vepesz 30 MuH

Related substances /
Poncreennbie npumecu
Method 1/ Metop 1

Method 2 / Meton 2

0.0004 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHOGEHON (MpUMECh NapaleTaMmona)
- not more than 0.005% /

He Oonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHW4Has
IpUMeECh (ubynpodena WM
napatietamona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Merox 1 + Merog 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/
ITpumeyanue: [poaykr cootserctryer TpeGosanusam HJT

Opinion: APPROVED
3akaouenue: OJJOBPEHO

Prepared by /
IoaroroBneHo: Pardeep

Kumar (:1,//

Checked by /
IIpoBepeno: Himesh Kumar

e P

Approved by: Manager/Executive

/OnmobpeHo:Meunenxep/Pykosoaut

einb : Manoj Kumar 1
e

Hara:

Reprint Date: 31.01.2023

Reprint Date: 31.01.2023

Hara:

Reprint Date: 31.01.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
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Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Paged of 5/ Cr1p. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabaeTku, NOKPLITHIE IL1eHOYHOIT 060a04K0il, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300181 Batch Quantity / O6bem maptam : 776.0 KG
Analytical Report No / Ananutnyeckuii orger Ne : Date of Analysis / JaTa ananuza: 31.01.2023
040001747701

Date of Manufacture / lata npouseoacrsa : Jan-2023 |Date of Expiry / Cpok roanoctu : Dec-2027

Analysis performed according ND / Anaauns nposegen no HA: ITNO11252/01-300522

7 |Water/Bopna 1.5% INot more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0 /
OnHopoaHocTh IToka3zarens npueMIeMocTi (AV) noixken
IO3APOBAHNS ObITh He Hotee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.4 more than 15.0/
- Paracetamol/ [Tokazarens npuemnemoctu (AV) nomken
napaueraMmon ObITh He Gonee 15,0
9 [Microbial limits /
Mukpobuonoruueckas
HUCTOTA
a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ob1iee uncno
a3pOOHBIX
MHUKPOOPTaHHU3MOB
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
/ Obuee 4ucno
JPOAOKEBBIX H
IJIECHEBBIX TPHOOB
¢) E. coli Absent1n 1g/ OtcyretByer B 11 Shall be absent in lg / OrtcyrcrBue B
Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanne: [TpoaykT cooTBeTcTBYeT TpeGosanuam HJI 3akmovenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IoaroTopaeHo: Pardeep ITpoBepeno: Himesh Kumar /O nobpeno:Menemxep/PykoBoaur
Kumar DL, C:;\_L_f—f—_‘—?' enb : Manoj Kumar w’
U
Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023
Hara: Jlara: Hara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A

Page 5 of 5/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Noykanu®, TabseTKH, NOKPLIThIEe NJIEHOYHOH 000J109Ko0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300181 Batch Quantity / O6bem napTuu : 776.0 KG
Analytical Report No / AnanuTtndyeckuii oTuer Ne : Date of Analysis/ JlaTa ananunsa: 31.01.2023
040001747701

Date of Manufacture / lata npouszsoactra : Jan-2023 |Date of Expiry / Cpok roanocts : Dec-2027

Analysis performed according ND / Ananus nposenen mo H: I1 N011252/01-300522

10 |Assay/
KonuuectseHHoe 394.7 mg/394.7 mr
oTipenesieHne

326.69 mg/ 326.69 mr

360.0 to 440.0 mg of Ci;3HigO,
(Ibuprofen) per tablet /

Or 360,0 mr pno 440,0 mr C;3HigO;
(ndynpodeH) B TabieTke

2925 to 3575 mg of CsHoNO;
(Paracetamol) per tablet /

Or 2925 mr mo 357,5 mr CgHoNO;
(napaueramoln) B TabJieTKe

11 | Package / Ynakoka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. o 1
fyucTepy B Mauyky KapTOHHYHO
BMECTE C HHCTPYKLHEH

10 NIPHMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnetok B [IBX/Al
onucrep. [lo 1, 2 wm 20 Gnucrepor B
nauky KapTOHHYIO BMECTE c
WHCTPYKLHKEH M0 NPUMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B cootsetctauiu ¢ H]I.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepartype He Bbie 25 °C.

14 | Shelf life / Cpoxk 5 years / 5 nget
rOJHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumevanue: [Tpoaykrt cootBeTcTBYeT TpeGoBanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotorneHo: Pardeep [Tpoepeno: Himesh Kumar /Ono6peHo:Menemkep/PykoBoaur
Kumar enb : Manoj Kumar

Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023
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