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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Page 1 of 6/ Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknuH®, TabaeTkn, NOKPbITHIE LIEHOYHOH 060104K0#, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300584

Batch Quantity / O6bem napruu : 749.3 KG

040001808734

Analytical Report No / Anaautudeckuii oryer Ne :

Date of Analysis / JJlaTa anaau3a: 13.04.2023

Date of Manufacture / Jlata npoussoacTsa : Mar-2023

Date of E

xpiry / Cpok roasocts : Feb-2028

Analysis performed according ND / Asaau3 npoBeaen no HJI: I1 N011252/01-300522

Ne Test / IToxka3zarean

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-
cross section — white core. /Tabnetku

NIEHOYHOU 000JIOYKOH OpaHXeBOro
I|BE€Ta, C PUCKOH Ha OJHOH CTOPOHE;
Ha TMONEpeyHOM pa3pe3e — SApo
Henoro uBeTa.

coated one-side scored tablets; on

KarncynoBUAHON (OPMBI, NOKpPBITHIE

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  karcynoBUAHOH  dopwmsl,
NOKPBITBIE [UIEHOYHOH o6onoukoit
OpaHXEeBOro LBETa, C PUCKOH Ha oxHOM
CTOPOHE; Ha NONEPEHHOM pa3pese — sapo
6enoro unu no4ry 6es0ro LBeTA.

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeyanue: [Tpoaykr coorsercTByeT TpeboBanusm HJI 3akmouenne: OTOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroeneHo: Pravesh | ITporepeno: Naresh Kumar @ /O nobpeno:Menemxep/PykoBoauT
Rana 4. — | emn :Mannj Kumar \W
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023
Hata: 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
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CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIU3A

Page2 of 6/ CTp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HG6ykanH®, Ta6/16TKH, TOKPBITHIE MIIEHOYHOH 060104K0#, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2300584 Batch Quantity / O6bem naptuu : 749.3 KG
Analytical Report No / AHanuTu4eckuii oTyer No : Date of Analysis/ JlaTa ananu3za: 13.04.2023
040001808734

Date of Manufacture / /lata npousBoacrTsa : Mar-2023 |Date of Expiry / Cpok roguoctn : Feb-2028

Analysis performed according ND / Anasu3s nposegen no HJI: IT N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IMoanuHHOCTH CootsercTBYET 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 ynepxiBaHusi OCHOBHBLIX ITHKOB
Ha  XpoMmarorpamme HCTIBITYEMOTO
pacTBOpa  JOJDKHBI  COOTBETCTBOBATD
BpPEMEHAM  YIOEp)KHBAHUS IIMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAaPTHBIX
obpasioB ubynpogena u mapaieramosna

(paznen «KonuuectBeHHOE
onpeAeneHne)
3 |Average tablets weight 974.4 mg / 974.4 mMr 940.9 mg to 999.1 mg
Cpennss macca (970.0 mg + 3%) /
TabJIETOK Or 9409 wMr gmo 9991 MI
(970,0 Mr =3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumevanne: [Ipoayxr coorsercTByeT TpebopanusM HJ[ 3aximouenne: OIOGPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarororneno: {Pravesh ITposepeno: Naresh Kumar Q /O io6peHo:Meneukep/PykoBoant
Rana b _ | enn :Mannj Kumar ) h; &!m!
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023
Jarta: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page3 0of 6/ Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TabjieTKkH, NOKPbIThIE MJ1eHOYHOH 00004K0#, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300584

Batch Quantity / O6bem napruu : 749.3 KG

040001808734

Analytical Report No / AHanuTH4ecKHi oT4eT Ne :

Date of Analysis / [laTta anann3a: 13.04.2023

Date of Manufacture / /lata npou3zBoacrBa : Mar-2023

Date of Expiry / Cpok roagnoctu : Feb-2028

Analysis performed according ND / Anaan3 nposenen no HJI: I1N011252/01-300522

4 |Disintegration /
PacrnagaemocTth

06 min /mMu / 19 sec/MuH

Not more than 30 minutes /
He 6onee 30 Mmuun

5 |Dissolution /
PactBopeHue

98% to 101%

100 % to 102 %

Not less than 70% (Q) CuiHis02
(Ibuprofen) dissolved in 30 minutes /

He menee 70 % (Q) CiHis0;
(nbynpodeHn) uepes 30 MUH
Not less than 70% (Q) CsHoNO;

(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) GCsHoNO;
(napaueramou) yepes 30 MuH

6 |Related substances /

PoncteeHHble npumMecu
Method 1/ Merop 1

Method 2 / Meton 2

0.0001 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoNn (MpUMech Napaneramona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas exuHUYHAs
pUMech (ubynpodena WIIH
napatieramona) - not more than 0.3% /

He Hoxnee 0,3 %

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

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoayxr cootBeTcTBYET TpeboBanuaM HJI 3aknwuenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotoenenq: Pravesh | Ilposepeno: Naresh Kumargfx{ /OnobpeHo:Menemxep/PykoBoaut
Rana = ~ | cxb :Manoj Kumar v defs il
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023

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

CiIN: L85195AP1984PLC004507
www.drreddys.com




‘... Dr. Reddy's Laboratories tLtd.

/ ® Formulation Unit-6

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

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page4 of 6/ Ctp.4 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxnna®, TabaeTKu, NOKPbITHIE MJIEHOYHON 060104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2300584 Batch Quantity / O6bem nmapruu : 749.3 KG
Analytical Report No / Ananutuyeckuii otuer Ne : Date of Analysis / Jlata ananu3a: 13.04.2023
040001808734

Date of Manufacture / Jlata npousBojactBa : Mar-2023 |Date of Expiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Ananus nposegen mo HJI: 1 NO11252/01-300522

7 |Water / Bona 1.3 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.3 more than 15.0 /
OnHOpOAHOCTD [Tokazatens npuemiaemMoctd (AV) nomkeH
JIO3UPOBAHUS 6biTh He H6osee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [Tokazarens npuemaeMocty (AV) noymken
napayeTaMmo 1.4 ObITH He 6onee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [IpoaykT cooTBeTCTBYeT TpeGoBanusm HJI 3axmovenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno; Pravesh | IlposepeHo: Naresh Kumar@, /OnobpeHo:MeHemkep/PykoBoanT
Rana i | enb :Manoj Kumar L Vi
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023
JHara: Jara: ara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr‘ Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTHD®HUKAT AHAJIM3A

Page 5 of 6/ CTp.5 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Tab1eTKH, NOKPbITbie MJeHOYHOH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300584 Batch Quantity / O6bem napruu : 749.3 KG
Analytical Report No / AnaauTnyeckuii oryer No : Date of Analysis / lata ananusa: 13.04.2023
040001808734

Date of Manufacture / Jlata npounspojacrsa : Mar-2023 |Date of Expiry / Cpok ronHoctu : Feb-2028

Analysis performed according ND / Anaiu3 nposenen mo HJI: 1 N011252/01-300522

9 [Microbial limits /
Mukpobuonornueckas
4UCTOTA

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
Obwee uucio
a’pOOHBIX
MUKPOOPraHH3MOB

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

[/ O6uee uncmo
JPOMOKEBBIX U
TJIeCHEBBIX MPHOOB

¢) E. coli Absent / OTCyTCTBYET Shall be absent in 1g / OrcyTcTBHE B
Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [IpoaykT cooTBercTBYeT TpeboBanuaM HJI 3akmouenne: OJIOGPEHO
Prepared Checked by / Approved by: Manager/Executive
bylToaroroeneHo: Pravesh | IIpoBepeno: Naresh Kumar @( /Onobpeno:Menemxep/PykoBoanut
Rana ' — | enr :Manoj Kumar }@d/p,i
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023
Hara: Jara: 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.ccm
CIN: L85195AP1984PLC004507
www.drreddys.ccm




Dr.Reddy’s ‘_‘:'.

Dr. Reddy's Laboratories ttd.
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
CEPTUDOUKAT AHAJIN3A

Page 6 of 6/ Crp. 6 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanH®, TableTKH, NOKPbIThIE MJJeHOYHOH 0001049K0ii, 400 mr + 325 mr
Batch No / Cepust Ne : V2300584 Batch Quantity / O6bem naptui : 749.3 KG
Analytical Report No / AsanuTndeckuii order Ne : Date of Analysis / laTa ananusa: 13.04.2023
040001808734
Date of Manufacture / JIara npon3Boacrea : Mar-2023 |Date of Expiry / Cpok rognocty : Feb-2028
Analysis performed according ND / Anaan3 nposeaen mo HJI: 1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of CiH;0;
KonuyecteeHHoe 391.5 mg/391.5 Mmr (Tbuprofen) per tablet /
onpefeNeHue Ot 360,0 mr mo 440,0 mr Ci;3Hi302
(ubymnpoden) B Tabaetke
2925 to 3575 mg of CsHoNO,
328.05 mg/ 328.05 mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO;
(mapaueramo) B TabneTke
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
tabieroxk B [IBX/Al 6nucrep. ITo 1 |6muctep. Ilo 1, 2 unu 20 6auctepos B
omMcTepy B IAyKy KApTOHHYIO |Mavky KapTOHHYIO BMecCTe c
BMECTE C UHCTPYKLUEH HUHCTPYKLHEH 10 MPUMEHEHHIO.
10 IPUMEHEHHIO.
12 | Labeling / MapkupoBka| According to ND. / B coorsercteru ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Ilpu Temneparype He Bbile 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
rOJTHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [TpoaykT cooTBETCTBYET TpeGoBanusam HJT 3axouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroenenoy Pravesh | Ilposepeno: Naresh Kumar éf /Onobpeno:Menemxep/PykoBoaut
Rana 0 — | enb :Manoj Kumar 51.,5 ilﬁ“ig
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023

Jara: Jara: JlaTa:

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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