Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IIponyxt U6yknun® Dxcnpecc (u6ynpoden + napauetamon), NOPOLIOK AJis IPUIOTOBJIEHHs pacTBOpa
JUIs TpHeMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2301804 Batch Quantity / : 17201 units /
Cepus Ne O6beM napTuu 17201 epuHHuLL
Analytical Report No. / : 890001690447 Date of Analysis / 1 29.09.2023
AHanutuueckuit orueT No JlaTa aHanu3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTta npou3BoACTBa T'ogeH no
Analysis performed according ND / Ananu3 nposezex no HJI: JI1-007239-300721
ONe Test / Iloka3aTesb Result / PeayanTaThbl Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopouiok ot 6enoro
[Mopowiok 6Genoro 1uBera c| A0 MOYTH 6ENOro LBETA, C XapaKTEPHHIM
XapaKTepHbIM 3a1axoM. 3aMaxoM.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccraHoB/IeHHBII pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /
- appearance / Onucanue Becupernpiii pactBop c| becuBeTHbII pacTBOp C XapaKTEPHLIM
XapaKTEPHBIM ~ 3allaxoOM, C| 3alaxoM, C BO3MOXHBIM COZIEpXKaHHEM
HeOOJBILIM KOJIHYECTBOM | HEOONBIIIOTO KOJMYECTBA  B3BEIIEHHBIX
B3BELLICHHBIX YACTHIL. YaCTHII.
- Color of the solution / Complies / Color intensity of the solution does not
HeemHocmp CooTBETCTBYET exceed color intensity of reference
standard By. / PacTBop momxeH OBITH
okpaiieH He 6ojnee WHTEHCHBHO, YeM
sTasioH Bo.
3 |Dissolution time / 01 min 03 sec/ 01 muu 03 cex |Not more than 5 min. / He 607ee 5 MuH.
Bpemsi pacTBOpeHHs
4 |pH of solution / pH pacTtBOpa 6.5 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/

Mpumeyanue: [TpoaykT cooreTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
[TonroToBieHO; Santosh
Kumar Maurya QLJ

Checked by /
[Iposepeno: Pardeep Kumar

Faet

Approved by: M
Opobpeno: Meneaxep / PykoBoauTeb
Abhishek Chauhan

r/Executive /

Reprint Date /
Jara: 29.09.2023

Reprint Date /
Hata: 29.09.2023

Reprint Date /
Jlara: 29.09.2023

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@drreddvs.com

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[ponykr : H6ykmus® Dkcnpecc (u6ynpoder + napaueramon), NOPOLIOK /i IPUrOTOBNEHHs pacTBOpa

IS ppeMa BHYTpb, 400 mr+325 mr

Batch No. / : V2301804 Batch Quantity / : 17201 units /
Cepust Ne Ob6bveM napTiu 17201 equHULL
Analytical Report No. / : 890001690447 Date of Analysis / : 29.09.2023
AHanutn4eckuil otuet Ne Jlata ananusa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
Jlata npou3BoacTBa I'oneH 1o

Analysis performed according ND / Ananuz nposezied no HJI: JIIT-007239-300721

O0Ne Test / IlokazaTesn Result / PesyabTaThl | Specification / Hopma

A) by HPLC / BOXX
— Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

5 [[dentification / [loauHHOCTH Complies /
CooTBeTCTBYET

solution (Assay section).

XpoMaTorpaMmax
CTaHOAPTHBIX 06pa3noB

— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

B) by HPLC-UV / BOXX-Y® Complies /
CooTBeTCTBYET

UCTIBITYEMBIX ~ PacTBOPOB

napaneramMolia.

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykT coorBeTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akuouenne: OJIOBPEHO

Prepared by / Checked by /
TTaaraTorIeHN" Sa ﬁ TTporepern: Pardeep Knmar
Kumar Maurya ﬁ _

Approved by: Manager/Executive /

Onofipera’ Manemxep / Pykoronutenh
Abhishek ChauhanL \

Reprint Date / Reprint Date /
JHara: 29.09.2023 Jara: 29.09.2023

Reprint Date /
Jara: 29.09.2023

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

The retention times of the main peaks in
the chromatograms of test solutions
should correspond to those in the
chromatograms of reference standards

YAEpXXHUBaHUS OCHOBHBIX IIHKOB Ha
XpoMartorpaMmax HCIBITYEMBIX
pacTBOpOB JOJDKHBI COOTBETCTBOBATH
BpEMCHaAM YACpXKUBaHUA
COOTBETCTBYHOLIUX OCHOBHBIX ITHKOB Ha

«KonruecTBEHHOE ONpeeNIEHUE).

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBefeHUH TecTa «IOMMUECTBEHHOE
OMpeeNeHUE» Y O-cnekTpsl

COOTBETCTBOBATH V®-cnexTpam
CTaHAapTHBIX PacTBOpPoB UOympodeHa u




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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Iponykt U6yxnun® Dxcnpece (ubynpoder + napaueramor), HOPOUIOK AJis IPUTOTOBJIEHHUS PacTBOpa
JUlA IpueMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2301804 Batch Quantity / : 17201 units /
Cepus Ne O6beM napTuu 17201 eguHun
Analytical Report No. / : 890001690447 Date of Analysis / 1 29.09.2023
AHanuTH4ecKkHit otyeT Ne JlaTa aHanu3za
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
Jlata npousBoacTBa T'onen no
Analysis performed according ND / Ananus nposeses no HJL: JITT-007239-300721
[ 0ONe Test / IlokazaTenn Result / PesyaeTatel | Specification / Hopma
6 [Particle size / Pa3mep yacTHI 100 % Particle size less than 2 mm — not less
than 95 %; / YacTu1 pasMepom MeHee
2 MM — He MeHee 95 %;
92 % Particle size less than 0.25 mim — not
less than 60 %. / yacTu pazMepom
MeHee 0,25 MM — He MeHee 60 %.
7 |Water/Bopna 4.9 % Not more than 8.0 % w/w. / He 6onee

8,0 %.

8 |Related substances/

POZ(CTBCHHLIC IIpHMECH

Individual unidentified impurity - not
more than 0.15 %. / Equnanynas

Below LOQ (LOQ = 0.04 %) /
Hioxe npeaena KOJMYECTBEHHOI'O

- ibuprofen / ubynpogpen

- paracetamol / napayemamon

onpeaenenus (ITKO = 0.04%)

Below LOQ / Huxe npenena
KOJTMYECTBEHHOTO OMPe/ICIICHHUS

Below LOD (LOD = 0.01 %) /
Huxe npenena obHapyxXeHUs
(ITO = 0.01 %)

HeUACHTH GULUPOBAHHAS IPHMECH - HE
ooiee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma npumeceid - He 6onee 0,5 %.

Impurity K - not more than 0.15%. /
[Ipumeck K - e 6onee 0,15 %.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanue: [IponykT coorBercTByeT TpeboBanusm HJ{ 3akmodenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Togrorosneno: Santos} ITpoBepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxoponutens

Kumar Maurya Clgé’ Abhishek Chauhan \
— —

Reprint Date / Reprint Date / Reprint Date / T '

Hara: 29.09.2023 Jata: 29.09.2023 Jlara: 29.09.2023

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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Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[ponyktr : H6yknua® Dkenpece (ubynpoden + napaueramon), MOPOIIOK /ISl IPUrOTOBJIEHHS PACTBOPa
JU1s ipueMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2301804 Batch Quantity / : 17201 units /
Cepus Ne O6bem naptuu 17201 exquHuL
Analytical Report No. / : 890001690447 Date of Analysis / : 29.09.2023
AHanutnyeckuii otyer Ne Jlata aHanuza
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
JlaTa npousBoAcTBa T'oneH no

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-007239-300721

ONe Test / Iloka3zaTenan Result / PesynbTaTst | Specification / Hopma

Below LOQ (LOQ = 0.05 %) / Individual unidentified impurity - not
Hixe npenena komdectsensoro [more than 0.10%. / ExunnyHas
onpeaenenus (IIKO = 0.05%) HeUIeHTUDUIUPOBAHHAS TPUMECH - HE

Gonee 0,10 %.
Total impurities - not more than 0.5%. /
Below LOQ / Hixe npezena CymMa mpumeceii - He 6onee 0,5 %.

[KOJIUYECTBCHHOr O ONPEACIICHUA

9 |Uniformity of dosage units /
OaHOpPOAHOCTH T03UPOBAHHUS

- tbuprofen / ubynpoghen 1.7 Acceptance value (AV) should not be
' more than 15.0. / TTokazarens

npuemsieMocTd (AV) nomkeH ObITh He
6onee 15,0.

- paracetamol / napayemanon 4.2 Acceptance value (AV) should not be
more than 15.0. / ITokazarens
npueMiaeMocTH (AV) nomxeH ObITh He

6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykr coorsercrByet TpeboBanusm HJ[ 3akaouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Santosh ITporepeno: Pardeep Kumar Ono6peno: Menenidp / Pyxosopurensb
Kumar Maurya @‘A C“_'f,/ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.09.2023 Hara: 29.09.2023 Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 43900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt HU6ykmun® Dxcnpece (u6ynpodeH + napaneramolt), NOPOLIOK /IS IPUTOTOBJIEHHs pacTBOpa
JUIS TIpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2301804 Batch Quantity / : 17201 units /
Cepus Ne O6bem napTuu 17201 eguHuL
Analytical Report No. / : 890001690447 Date of Analysis / 1 29.09.2023
AHanuTu4eckuit otyet Ne JlaTa ananuza
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2025
Jlata mpou3BoJICTBa I'onen 1o
Analysis performed according ND / AHanuz nposene no HJI: JII1-007239-300721
ONe Test / IlokasaTenr Result / Pe3yabTaThl | Specification / Hopma
10 | Microbial limits /
Mukpo6uonoruyeckasi Y4cTOTA
a Total aerobic microbial count -
NIL CFU/g / nzn more than 1000 CFU/g. /
KOE/r
Ob1ee L1231 (6] a3pOOHBIX
MHMKpOOpPraHH3MOB - He ©Oonee 1000
KOE/r.
NHIJ((OZEI/f‘/g / b) Total combined yeasts and

Absentper 1 g/
OtcytcTBYET B 11

imould - not more than 100 CFU/g. /
O611ee YUCITO APONOKEBBIX U TNIECHEBBIX
rpubos - He 6onee 100 KOE/T.

c) Escherichia coli - shall be absent per 1
2./ Escherichia coli - orcyrcTBHE B 1 T

11 | Assay / KoaunuyecTBeHHoe
onpejaeJieHHe
- ibuprofen / ubynpodghen

- paracetamol / napayemamon

400.0 mg (100.0%) /
400.0mr (100.0%)

334.3 mg (102.8%) /
334.3 mr (102.8%)

360.0 mg to 440.0 mg of Ci3Hi302
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr nmo
440,0 mr C;3HisO, (ubympoden) (ot
90,0 % nmo 110,0 % OT HOMHHAJIBHOIO
COJIEp)KaHHsI) B OJTHOM MaKETHKE.

292.5 mg to 357.5 mg of CsHyNO,

Remarks : The Product confirms to ND/

IIpumeuanne: [TpoaykT coorBercTBYeT TpeboBaHusam HJ{

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroenexo: Sm& IIposepeno: Pardeep Kumar Onobpeno: Merealkep / PykoBoguresns
Kumar Maurya A Abhishek Chauhan

— W,
Reprint Date / Reprint Date / Reprint Date / ’ '
Hata: 29.09.2023 Jara: 29.09.2023 Hara: 29.09.2023

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 €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[poaykr W6yxmua® Dxcnpecc (u6ynpoden + napanetamon), NOPOLIOK AJIsi IPUTOTOBJIEHHS pacTBOpa
JUis IpreMa BHYTph, 400 Mr+325 mr
Batch No. / : V2301804 Batch Quantity / : 17201 units /
Cepus Ne Obbem naptuu 17201 epuHuIL
Analytical Report No. / : 890001690447 Date of Analysis / 1 29.09.2023
AHanuTH4eckui otuer No Jarta ananu3za
Date of Manufacture / : Sep-2023 Date of Expiry/ : Aug-2025
JHara npou3BoJcTBa I"onex 1o
Analysis performed according ND / Ananu3 nposeaex no HJI: JII1-007239-300721
ONe Test / TTokazaTesh Result / PeaynbTaThi | Specification / Hopma
(paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 mr 1o
357,5 mr CsHoNO, (mapaueramodn) (ot
90,0 % no 110,0 % OT HOMHHAJIBHOIO
COJIEPXAHHS) B OTHOM MaKETHKE.
12 |Package / YnakoBka 5 g in a sachet of a combination |5 g in a sachet of a combination material

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and patient

information leaflet in carton pack.

/ Tlo 5 r B makeTUKE U3
KOMOWHHMPOBAHHOTO MaTrepualia
(1aMHHHpPOBaHHAs

oymara/I[I9HI1/anromunueBas
¢donwra/TISHIT). ITo 9 nakeTukoB

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack. / ITo 5
I B MakeTHke W3 KOMOMHUPOBAHHOI'O
Marepuaia (laMUHUpPOBaHHAsI
6ymara/[ISHIT/anromuHueBas
donsra/IISHIT). 1o 6 unu 9 NakeTUKOB
BMECTE C HHCTPYKIUEH 110 IPHMEHEHUIO
B MayKy KapTOHHYIO.

Xpanenne

BMECTE C HHCTpyKUued 1o
NPUMEHEHHIO B nagKy
KapTOHHYIO.
13 |Labeling / MapkupoBka According to ND. / B cootserctBuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / IIpu Temnepatype He Bbie 25 °C.

15 |Shelf life / Cpox rogaOoCTH

2 years. / 2 roaa.

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr coorBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akumouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Santos IIpoBepeno: Pardeep Kumar Onobpeno: Meremxep / RykoBoguTens
Kumar Maurya Abhishek Chauhan

— — ey
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.09.2023 ara: 29.09.2023 Hara: 29.09.2023

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponyxt U6yknun® Dxcnpece (M6ynpodeH + napaueramoln), HOPOLIOK JUisl IPUTOTOBJIEHHUs! PACTBOPa

I npyueMa BHyTpb, 400 Mr+325 mr

Batch No. / : V2301804 Batch Quantity / : 17201 units /
Cepust Ne Ob6beMm naptuu 17201 equHunI
Analytical Report No. / : 890001690447 Date of Analysis / : 29.09.2023
AHanutnuecknit otuer No Jlata aHannza
Date of Manufacture / : Sep-2023 Date of Expiry / 1 Aug-2025
JlaTa npou3BoJCTBA ["ozeH 1o

Analysis performed according ND / Ananu3 nposenex no HJI: JII1-007239-300721

API name / HanmenoBanue A®C:

Ibuprofen sodium dihydrate /
Hobynpodena HaTpus Auruapat

Paracetamol / [Tapaueramon

npoussoauTtens I'JID:

INN / MHH: Ibuprofen / M6ynpodex Paracetamol / [Tapaueramon
API manufacturer batch number / SB1F0061 APAPE2023060682
Homep cepuu npouspoauteisi ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHnNH FEQAO00014 FEQA00329

IIpousBogurenb ADC, crpana:

API Manufactured by & country /

BASF Corporation, USA /
BAC® Kopnopeiims, CILIA

Granules India Limited, India /
I'panynec Muaus Jlumuren, Muans

Remarks : The Product confirms to ND/
IIpumeuanue: IIpogyKkT cooTBeTCTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh ITposepeno: Pardeep Kumar Onobpeno: Menemxep 1 PyxoBoauTteins
Kumar Mautya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / '
Hara: 29.09.2023 Jarta: 29.09.2023 Jata: 29.09.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




