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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 1 of S/ Ctp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGykanu®, TabaeTKH, NOKPBIThIe IJIEHOUHO# 060.,104Ko0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300058

Batch Quantity / O6bem maptin : 776.0 kG

040001735821

Analytical Report No / AHanuTHYecknii oT4eT N :

Date of Analysis / Jlata ananu3za: 21.01.2023

Date of Manufacture / lata npousBoacrsa : Jan-2023

Date of Expiry / Cpok rognocern : Dec-2027

Analysis performed according ND / Anaans nposesen no HJI: TI N011252/01-300522

Ne Test / IToka3zaTean

Results/ Pe3yjabTaThl

| Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KaIrcyJIoBHAHONH (DOPMBI, TOKPBIThIE
TUIEHOUYHOH 000NOUKON OpaHXEeBOTrO
lIBETA, C PHCKOW Ha OLHOM CTOpOHE;
Ha TIOTIEpeYHOM paszpese — SIpo
Oesnoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkd  KancyJloBUAHOU  (opmbl,
MOKPBITHIE TUICHOYHOH oboJouKoit
OpaHXeBOr0 LIBETa, ¢ PUCKOH Ha ONHOH
CTOpOHE; Ha TMONEPeyHOM paspese — s1po
6€eJ10ro I No4TH 6€J10T0 LIBETA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cooreTcTByeT TpeboraHuaM HJI 3axuouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oaroTosneHo: Ankit [TposepeHo : Naresh Kumar /Ono6peHo:Menemxep/PykoBoauT
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L =
Reprint Date: 21.01.2023 Reprint Date: 21.01.2023 Reprint Date: 21.01.2023
JHara: Harta: Hara:

Registered Office 8-2-337, Road No. 3, Banjara Hills, Hyd=rabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2539, Email: mail@drreddys.com

CIN: L85195AP1984PLCOG4507

www.drreddys.com



Dr.Reddy’s Q':'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIN3A

Page2 of 5/ Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGykaua®, Ta61eTKH, NOKPLITHIE IJIeHOYHOI 060,104K0#, 400 mMr + 325 mr

Batch No / Cepus Ne : V2300058

Batch Quantity / Oobem napruu : 776.0 kG

040001735821

Analytical Report No / Apanutndeckuii oruer N : Date of Analysis / /laTa ananansa: 21.01.2023

Date of Manufacture / JlaTa npoussoacrsa : Jan-2023 |Date of Expiry / Cpok rogsoeTy : Dec-2027

Analysis performed according ND / Ananu3 nposeaen mo HJL: TTNO1 1252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IlonnuHHOCTD COOTBETCTBYET 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 yJepXnBaHUS OCHOBHBIX MTHKOB
Ha XpoMarorpamme MICTILITYEMOTO
pacTBopa  MOJDKHBI  COOTBETCTBOBATH
BpEMEHaM  yAEp)KHBaHHs IHMKOB  Ha
XpOMarorpaMMe pacTBopa CTaHJAPTHBIX
obpastioB HbynpodeHa M Mapaneramola

7

(paznen «KonuyecTBeHHOE
ornpeaeneHue»)
3 |Average tablets weight 974.4 mg/ 974.4 mr 940.9 mg to 999.1 mg
Cpensss macca (970.0 mg £+ 3%) /
TabneToOK Or  940,9 MI 1O 999,1 MT
(970,0 Mr = 3 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr cooTBeTcTBYeT Tpebosanusm HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarotosneHo: Ankit I[TposepeHo : Naresh Kumar /Ono6peno:Menemxep/PykoBoauT

é( e Manoj Kumar w

—
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboeratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Disit. Soiar, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPHKAT AHAJIM3A

Page3 of 5/ Ctp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxanu®, TabneTKH, MNOKPbITbIE ILIEHOYHOH 0601049K0i, 400 mr + 325 Mr

Batch No / Cepust Ne : V2300058

Batch Quantity / O6bem maptuu : 776.0 kG

040001735821

Analytical Report No / AnasmtHyeckuii oTyet No :

Date of Analysis / Jlata apanu3za: 21.01.2023

Date of Manufacture / lata npon3BoacTsa : Jan-2023

Date of Expiry / Cpok rogHoct : Dec-2027

Analysis performed according ND / Anann3 nposeaen mo HJI: IT N011252/01-300522

4 |Disintegration /
Pacnanaemoctb

07 min /07 mu

Not more than 30 minutes /
He 6osee 30 Mmun

5 |Dissolution /
PactBopenue

98% to 101 %

98% to 101 %

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

He wmenee 70 % (Q) Ci3His0;
(ubynpoden) uepes 30 muH

Not less than 70% (Q) CsHyNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO>
(napaueramon) yepe3 30 MUH

6 |Related substances /

Method 1/ Meton 1

Method 2 / Meton 2

PO}ICTBCHHBIC NpUMECH

0.0004

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (mpuMech napaneramoia)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  emUHHYHas
IPHMECH (ubynpodena I
napateramorna) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt coorBeTcTBYET TpeGoBanusam HJI

Opinion : APPROVED
3akurouenue: OJIOBPEHO

Prepared by /
Iloarorosneno: Ankit

/7

Checked by /
ITpoBepeno : Naresh Kumar

b,

¢
-

Approved by: Manager/Executive
/O no6peHo:Menemxep/PykoBoauT

enb Manoj Kumar
l

Reprint Date: 21.01.2023
Hara:

Reprint Date: 21.01.2023
JlaTa:

Reprint Date: 21.01.2023
JlaTa:

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganas, India
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Distt. Soian, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Page4 of 5/ Ctp.4 u3z 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkaua®, TadreTkn, NnOKpbIThIe IJIEHOYHOH 000J104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300058 Batch Quantity / Oobem naprnu : 776.0 kG
Analytical Report No / Ananutnyecknii otyer Ne : Date of Analysis / Jlata ananu3a: 21.01.2023
040001735821

Date of Manufacture / Jlata npoussoncTia : Jan-2023 |Date of Expiry / Cpok roasoctu : Dec-2027

Analysis performed according ND / Anann3 nposeaen no HJI: [T N011252/01-300522

9 |Water/Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.4 more than 15.0 /
OnHOPOAHOCTD [Tokazatesp npuemneMocty (AV) nomkeH
J03UPOBAHHUS ObITb He bonee 15,0
- Ibuprofen /nbynpoden
Acceptance value (AV) should be not
1.4 more than 15.0 /
- Paracetamol/ [Tokazatens npuemMaeMocth (AV) 10JDKeH
napaeTamos ObITh He OoJiee 15,0
11 |Microbial limits /
Mukpobuonorudeckast
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
Ob11ee uucno
a3pOOHBIX
MHKPOOPraHU3MOB
b) Total combined Loaos than 5 CFU/g / Mot morc than 100 CT'U/g /
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Ob1uee yucio
JPOXKEBBIX U
IJIECHEBBIX MPHOOB
c) E. coli Absent in 1g/ OTcyTCcTBYET B 1T Shall be absent in 1g / OTcyrcTBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: I[Tpoaykr cootBercTBYeT TpeboBanuam HJL 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IloarorosneHo: Ankit ITpoBepeno : Naresh Kumar /OpobpeHo:MeHemxep/PykoBoauT
77 éj ens Manoj Kumar
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Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 5 of 5/Ctp. S5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HO6ykanu®, TabJeTKH, NOKPBITHIE MJIeHOYHOH 000/104YKO, 400 mr + 325 mr

Batch No / Cepust Ne :

V2300058

Batch Quantity / O6bem naptun : 776.0 kG

Analytical Report No
040001735821

/ AHaauTHuecknii oruer Ne :

Date of Analysis / [lTata anamuza: 21.01.2023

Date of Manufacture / Jlata npou3BoacTsa : Jan-2023

Date of Expiry / Cpok rognoctu : Dec-2027

Analysis performed according ND / Ananus nposeaen mo HJI: ITN011252/01-300522

12 |Assay/

onpeneienue

KomnuecTBeHHOE

398.8 mg/ 398.8 mr

321.93 mg/321.93 mMr

360.0 to 440.0 mg of CiHisO;
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr Ci3HisO»
(ubynpoden) B Tabnerke
292.5 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr gmo 357,5 mr CgHoNO:

(mapanieramot) B TabneTke

Of CngNOz

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerox B [IBX/Al 6nuctep. 1o 1
OnauMcTepy B MayKy KapTOHHYIO
BMeCTe ¢  HMHCTpyKUMed 1o
IIPMMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
omuctep. ITo 1, 2 unun 20 6nucrepos B
nayky KapTOHHYIO BMECTE c
UHCTPYKLMEH Mo IPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsetctBuu ¢ HIL

XpaHeHue

15 | Storage conditions /

ITpu Temneparype He Bblue 25 °C.

At temperature not more than 25 °C. /

rOAHOCTH

16 | Shelf life / Cpoxk

S years / 5 net

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTBeTcTBYET Tpebosanuam HJL

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
[Toarorosiaeno: Ankit

(4

Checked by /
[TposepeHo : Naresh Kumar

b

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoaut

enb Manoj Kumar '
i

Reprint Date: 21.01.202
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