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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 1of 6/ Ctp. 1 u3z 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabiaeTKkl, NOKPbIThIE IIEHOYHOH 000,104K0it, 400 mr + 325 mr

Batch No / Cepus Ne : V2300460

Batch Quantity / O6bem naptuu : 776.0 KG

040001808047

Analytical Report No / Ananntuyeckuii otuer Ne :

Date of Analysis / /laTa ananusza: 13.04.2023

Date of Manufacture / [laTta npoussoacrsa : Mar-2023

Date of E

xpiry / Cpok roasoctu : Feb-2028

Analysis performed according ND / Anann3s nposeged mo HJI: T NO11252/01-300522

Ne  |Test / ITokazaTean

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KarncynoBUAHONW (HopMbI, NMOKPBITHIE
TJIEHOUYHOH 000JI0YKOl OpaHKeBOro
LBeTa, C PUCKOH Ha OAHOH CTOPOHE;
Ha TMONMepeyHOM pa3pe3e — sapo
Oenoro LBera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  kancynoBuaHoit  dopmbl,
MOKPBIThIE MJIEHOYHOH obonouxoit
OpaHXXEeBOro LBeTa, C PUCKOW Ha OLHOM
CTOpPOHE; Ha MONEPEeUHOM pa3zpese — AIpo
6enoro unu noutu 6eyoro LuBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeyanne: [IpoayKT cooTBeTCTBYET TpeboBaHuaM HJT 3akmoyenne: OJIOBPEHO

Prepared Checked by / : Approved by: Manager/Executive
bylloarotorneHo: }’ravesh ITpoBepeno: Naresh Kumaré /Onobpeno:Menemxep/PykoBoanT
Rana 2 — | ens :Manoj Kumar @d
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023

JarTa: Hara: JlaTa:

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, IND|A
Tel : +491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 2 of 6/ CTp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabieTKH, NOKPLITHIE NJIEHOYHOH 000J104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300460

Batch Quantity / O6nem naprum : 776.0 KG

040001808047

Analytical Report No / AHaauTnyecknii otuer Ne :

Date of Analysis/ laTta ananu3a: 13.04.2023

Date of Manufacture / /laTa npon3zpoacrsa : Mar-2023

Date of Expiry / Cpok roanocts : Feb-2028

Analysis performed according ND / Anaqns nposeaed mo H/I: I1 N011252/01-300522

2 Identification /
IToamMHHOCTD

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) /

Bpemena yaepxuBaHus OCHOBHBIX MTHKOB
Ha XpomaTorpamme HCIIBITYEMOrO
pacTBopa  JO/KHBI  COOTBETCTBOBATH
BpeMEHaM  YAEpPXKMBaHUs TIHKOB  Ha
XpomarorpaMMe pacTBopa CTaHAApPTHBIX
obpaszoB nbynpodeHa u mapaneramosia

TabIeTox

(paznen «KonnuecrBenuoe
ONpEeAencHME)
3 |Average tablets weight 970.2 mg/ 970.2 mr 940.9 mg to 999.1 mg
Cpenusist Mmacca (970.0 mg + 3%) /

Ot  940,9 ML JIO
(970,0 Mr £ 3 %)

999.1 M

1@“,"4/‘

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [TpoaykT coorBeTcTBYET TpeGoBanusm HJI 3akmoyenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Pravesh | [Iposepeno: Naresh Kumar@, /Ono6peno:Menexep/Pykosoaur
Rana b — | ens :Manoj Kumar f '
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023

Hara: JHara: 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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www.drreddys.com




Dr.Reddy’s “!’.

Dr. Reddy's Laboratories |td.
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
CEPTHO®UKAT AHAJIU3A

Page3 of 6/ Ctp.3 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Ta6/1eTKH, NOKPBIThIE NJEHOYHOH 0601049K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300460

Batch Quantity / O6bem naprun : 776.0 KG

040001808047

Analytical Report No / Ananutugeckuii oruer Ne :

Date of Analysis / laTa anasuza: 13.04.2023

Date of Manufacture / lara npounssogcrsa : Mar-2023

Date of Expiry / Cpok roanoctn : Feb-2028

Analysis performed according ND / Ananus nposegen mo HJI: I1 N011252/01-300522

4 |Disintegration /
Pacnanaemocts

07 min /Mu / 42 sec/MuH

Not more than 30 minutes /
He 6onee 30 Mmun

5 |Dissolution /
PactBopenue

100% to 103%

100 % to 101 %

Not less than 70% (Q) C;3His0;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci;3HisO;
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MUH

6 |Related substances /
PoacTBeHHbIE NPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0001 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHON (MpUMeECh Mapaleramosa)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  enuHu4Has
pUMech (ubynpodena WIH
napareramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
CymmMa npumeceit (Meton 1 + Meton 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [TpoayKT cooTBeTCTBYET TpeboBanmaM HJT 3axmovenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneHo: Pravesh | [Tpoeepeno: Naresh Kumar @ /Onodpeno:Menemkep/Pykosoaut
Rana 3 “— | esb :Manoj Kumar Vit
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023

Hara: Hara: 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




Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : 461 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page4 of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykauH®, TabaeTKH, IOKPBIThIE NJIeH0YHOH 000/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300460

Batch Quantity / O6sem naptun : 776.0 KG

040001808047

Analytical Report No / Anannrundeckuii oruer Ne :

Date of Analysis / laTa ananu3sa: 13.04.2023

Date of Manufacture / Jlata npou3poacrsa : Mar-2023

Date of Expiry / Cpox roanocru : Feb-2028

Analysis performed according ND / Ananns nposenen mo HJI: IT 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 / 1.2 more than 15.0/
OnHoponHOCTb ITokazarens nmpueminemoctd (AV) nonxen
JI03UPOBaHUs OBITh He DoJee 15,0
- Ibuprofen /udynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [Tokazatens npuemaemMocTi (AV) nokeH
napaueTamMmol 1.2 ObITh He Honee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeyanne: [IpoayKT COOTBETCTRBYET Tpebopanuam HJ| 3axmouenne: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno; Pravesh | IIpoBepeno: Naresh Kumar é /OnobpeHo:Menemxep/PykoBoaut
Rana e — | ens :Manoj Kumar '

Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023

JlaTa: 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.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A -

PageSof 6 /Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaua®, Tab1eTKH, TOKPbIThIE JICHOYHOI 060/1049Ko0#, 400 Mr + 325 mr

Batch No / Cepns Ne : V2300460 Batch Quantity / O6bem napruu : 776.0 KG
Analytical Report No / AHaautudecknii otyet Ne : Date of Analysis / /laTa ananunsa: 13.04.2023
040001808047

Date of Manufacture / Jlata npousBoacrsa : Mar-2023 [Date of Expiry / Cpok roanocrtu : Feb-2028

Analysis performed according ND / Ananus npoBegen o HL: I1 NO11252/01-300522

9 |Microbial limits /
Mukpobuonoruueckas
YHCTOTA

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
O61ee yncno
a’poOHBIX
MHKpPOOPTaHU3MOB

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

/ Obee yucno
JIPOYKIKEBBIX 1
TJIeCHEBBIX I'PpHOOB

¢) E. coli Absent / OTCyTCTBYET Shall be absent in lg / OTcytcTBHE B
Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Ipoaykt coorBeTcTBYeT TpeGoBanusaM HJI 3axmouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive

bylloarotosneHo: Pravesh | [Iposepeno: Naresh Kumar_/f,; /Onobpeno:Menemxep/Pykosoant
i &

Rana 12 — | enb :Manoj Kumar
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023
Jara: Hara: 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
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q?-‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 6 of 6 / Cp. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, TabneTKH, NOKPbIThie NJeHOYHOI 000.104K0i, 400 mr + 325 mr
Batch No / Cepust Ne : V2300460 Batch Quantity / O6bem napruu : 776.0 KG
Analytical Report No / AnanmuTuyecknii otyer Ne : Date of Analysis / laTa ananu3a: 13.04.2023
040001808047
Date of Manufacture / lata npon3poactsa : Mar-2023 |Date of Expiry / Cpok rognoctH : Feb-2028
Analysis performed according ND / Ananus nposeaen no HJI: 1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3HisO2
KonnyecteeHnoe 397.6 mg/397.6 mr (Tbuprofen) per tablet /
onpeneseHne Ot 360,0 mMr mo 440,0 mr C;3H;50;
(nbynpoden) B Tabnerke
292.5 to 3575 mg of CsHoNO,
324.65 mg/ 324.65 mr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(mapaueramos) B TabseTke
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. / I[To 10 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 |Ganuctep. Ilo 1, 2 unm 20 GauctepoB B
Oonucrepy B Ia4yKy KapTOHHYIO |Mayky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLHEH HUHCTpYKIMEH 10 NPUMEHEHHIO.
MO MPUMEHEHHIO.
12 | Labeling / Mapxuposka| According to ND. / B cootBerctBuy ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue ITpu Temnepatype He Bblue 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
TOJTHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [Ipoayxr cooreTcTByeT TpeGoBaHusM HJT 3axmoyenue: ONOBPEHO

Prepared Checked by / Approved by: Manager/Executive
bylToarorosneHo; Pravesh | [IpoBepeno: Naresh Kumar @; /O n06peno:Menenxep/Pykopoaut
Rana - | enp :Manoj Kumar ,@}ﬁ
Reprint Date: 13.04.2023 Reprint Date: 13.04.2023 Reprint Date: 13.04.2023

Hara: Hara: 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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