Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Page 10f 6/ Crp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxana®, TabjaeTKy, NOKPBIThIE MJIEHOYHOM 060104K0ii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300457

Batch Qu

antity / O6bem naptuu : 712.5KG

040001807450

Analytical Report No / AHanuTHyeckuii oTyeT Ne :

Date of Analysis / lata anaau3a: 11.04.2023

Date of Manufacture / Jlata npousBoacTa : Mar-2023

Date of Expiry / Cpok roasoctu : Feb-2028

Analysis performed according ND / Auann3s nposeaen no HJI: ITN011252/01-300522

No Test / [Tokazarennb

Results/ Pe3yJbTaThl

|Specification / Hopma

1 |Description/ Onncanune

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /TabeTku
KancyJOBUAHOK (OPMbI, MOKPHITHIE
TJICHOYHOU 000JIOUKOH OpaH)XeBOro
LBeTa, C PUCKOI Ha OJHOH CTOpOHE;
Ha TMONEepeYHOM paspese — apo
0eJIoro 1BeTA.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  kancynoBUAHOH (bopmbl,
MOKPBITBIE TJICHOYHOM o6onoykoi
OpaHXXEeBOro 1[BETA, C PUCKOH Ha OAHOM
CTOpOHE; Ha MOTIePeYHOM pas3pese — SAPO
6€eJI0ro UK Mo4yTH Oesoro LBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: IIpoaykr coorseTcTBYeT TpeboBanusm HJT 3aknoyenue: OJOBPEHO
Prepared Checked by / / Approved by: Manager/Executive
bylloaroroneno: Pravesh | Ilposepeno: Naresh Kumar (- /OpobpeHo:Menekep/RykoBoaHT
Rana b -~ | enb : Ajay Sharma (K

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

JHara: Hara: Hara:

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

CiN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykauH®, TabNeTKH, NOKPbIThIE MJ1eHO4YHOMH 000J10uK0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300457

Batch Quantity / O6bem naprunm : 712.5KG

Analytical Report No / Ananutuyeckuii oryer Ne :
040001807450

Date of Analysis / [laTa anannsa: 11.04.2023

Date of Manufacture / Jlata npousBoacTsa : Mar-2023

Date of Expiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Ananu3s nposegen mo H/: TT N011252/01-300522

2

Identification /
[MonnuHHOCTE

Complies as prescribed/
CootBercTBYyET

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>kuBaHUsl OCHOBHBIX [THKOB
Ha Xpomarorpamme HCHBITYEMOTO
pacTBopa  JOJDKHBl  COOTBETCTBOBATb
BpeMEHaM  YJIepXKHMBaHMUs [HMKOB Ha
XpomarorpaMMe pacTBopa CTaHAAPTHBIX
obpasiioB ubynpodeHa M mnapaueramosa
(pa3men «KonuyectseHHOE
onpeeNeHne)

3 |Average tablets weight
Cpennsia Macca
TabneTok

968.9 mg / 968.9 mr

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

Or 940,9 Mr g0 9991 MT
(970,0 Mr = 3 %)

Remarks: The Product conforms to ND/
Hpumeuanne: IIpoaykr cooTBeTcTBYyeT Tpeboanusam HJL

Opinion: APPROVED
3axumouenue: OJIOGPEHO

Prepared

Rana

bylloarororneHo: Pravesh

4

Checked by /

ITposepeno: Naresh Kumar @;7
—

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaur
ensb : Ajay Sharma -

JlaTa:

Reprint Date: 11.04.2023

Reprint Date: 11.04.2023
Hata:

Reprint Date: 11.04.2023
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, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoyxkauH®, TaGieTKH, NOKPBITHIE MIeHOYHOH 000104K0i#i, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2300457 Batch Quantity / O6bem naptuu : 712.5KG
Analytical Report No / AnanuTuyecknii oryer Ne : Date of Analysis / JlaTa anaausa: 11.04.2023
040001807450

Date of Manufacture / laTta npoussoactsa : Mar-2023 [Date of Expiry / Cpok roguocryu : Feb-2028

Analysis performed according ND / Ananus npoBegen mo HJI: [T N011252/01-300522

4 |Disintegration / 06 min /mu / 14 sec/muH Not more than 30 minutes /
Pacnanaemocts He 6onee 30 muH

5 |Dissolution / Not less than 70% (Q) Ci3Hi30,
PactBopeHne 96% to 102% (Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q)  CuiHis0;
(ubynpoden) yepe3 30 MuH

Not less than 70% (Q) CsHoNO;
99 % to 103 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHyoNO,
(napaueramon) uepes 30 MUH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoacTeeHHble npuMecH 0.0001 % 4-amuHOBEHON (IPUMECH NapaLeTamoria)
Method 1/ Merog 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
y p p

paracetamol) / Jlwobas exguHWYHAs

pUMech (ubynpodena HIIH

napatieramona) - not more than 0.3% /
He Gonee 0,3 %

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

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: Ipoaykr cootsercTByeT TpeGoBanusam HJ 3axuouenue: OJJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Pravesh | Ilpoeepeno: Naresh Kumar @ /O,[l.oﬁpcHOIMBHCQ}KEP@OBOAHT
Rana 4 < | enb : Ajay Sharma

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

Jara: Jara: 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, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, tabjeTky, NOKPbITHIE J1eHOYHOH 060104uK0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300457

Batch Quantity / O6bem mapruu : 712.5KG

040001807450

Analytical Report No / Apanutndeckuii ot4yet Ne :

Date of Analysis / lata anaansa: 11.04.2023

Date of Manufacture / laTta nponzsoactsa : Mar-2023

Date of Expiry / Cpok rognocty : Feb-2028

Analysis performed according ND / Ananu3s nposeger mo HJI: [T N011252/01-300522

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 / 3.2 more than 15.0 /
OnHOpoAHOCTh [Moxazarens npuemnemMocTu (AV) nomken
JO3UPOBAHUS 6bITh He 6onee 15,0
- Ibuprofen /ubynpocden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [TokazaTtens npuemneMoctd (AV) 10mxeH
napaueTamoIl 1.2 OBITE He OoJee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusM HJL 3axmwouenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Pravesh | ITposepeno: Naresh Kumar @? /Onodpero:Menemxep/PyKOBOAUT
Rana b — | ens : Ajay Sharma 5

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

Jara: Jara: 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, Email: mail@drreddys.com
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PageSof 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabaeTKH, NOKPbIThIE ILIeHOYHOH 000104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300457

Batch Quantity / Oobem naptuu : 712.5KG

Analytical Report No / Asanurudeckuii oryer Ne :
040001807450

Date of Analysis / laTta anaansa: 11.04.2023

Date of Manufacture / Jlata npousBoacTsa : Mar-2023

Date of Expiry / Cpok rogsoctu : Feb-2028

Analysis performed according ND / Ananu3 nposegen no HJI: [1N011252/01-300522

9

Microbial limits /
Mukpobuonoruueckas
4UCTOTA

a) Total aerobic
microbial count /
O61ee ymncno
adpoOHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count

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

Less than 5 CFU/g /

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

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

/ Obuiee Yncio Menee 5 KOE/r

JIPOXOKEBBIX U

IJIECHEBBIX MPHOOB

c¢) E. coli Shall be absent in l1g / OTcyrcTBUE B
Absent / OTcyTcTBYET Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanue: [TpoayKT cooTBeTcTBYET TpeGoBanusaM HJI 3axouenne: OOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno; Pravesh | IlpoBepeno: Naresh Kumar‘/ﬁ /OpnobpeHo:MenemxepPyKoBOANT
Rana b —_ | enp : Ajay Sharma -

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

Jara: Hara: 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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOHUKAT AHAJINU3A

Page 6 of 6/ Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabaeTKH, NOKPBITHIE JIEHOYHOI 060104K0ii, 400 mMr + 325 mr
Batch No / Cepusi Ne : V2300457 Batch Quantity / O6bem naptuu : 712.5KG
Analytical Report No / AnanuTudecknii oruer Ne : Date of Analysis / laTta ananu3a: 11.04.2023
040001807450
Date of Manufacture / [lata npousBoacrsa : Mar-2023 |Date of Expiry / Cpok rogHoctu : Feb-2028
Analysis performed according ND / Ananu3 nposegen no HJ: II N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of Ci3HisO;
KonuuectBeHHOE 385.7 mg / 385.7 mr (Ibuprofen) per tablet /
oTpeneeHue Ot 360,0 mr no 440,0 mr Ci;3H;s0;
(ubynpoden) B Tabnerke
2925 to 3575 mg of GCsHoNO,
325.71 mg/325.71 mr (Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO;
(mapaueramonn) B TabieTke
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. / Ilo 10 |in a carton. / [To 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6mucrep. Ilo 1, 2 unu 20 GnuctepoB B
Onicrepy B TMayKy KapTOHHYIO |Ma4Ky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLUEH HHCTPYKUMEHA IO NPUMEHEHHUIO.
TI0 IPUMEHEHHUIO.
12 | Labeling / MapkupoBka| According to ND. / B cootsetrcTBum ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHune ITpu remnepatype He Boie 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
TOJHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI 3aknouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
byIloarotosneno: Pravesh | IlpoBepeHo: Naresh Kumar @( /OnobpeHo:Menepxep/PykosoanT
Rana h ~ | enp : Ajay Sharma

Reprint Date: 11.04.2023 Reprint Date: 11.04.2023 Reprint Date: 11.04.2023

Hara: Hara: 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@drreddys.com
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