Dr.Reddy’s ‘;‘.

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
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg -+ 325 mg
[Tpoaykr N6yxmun® Dxcnpece (u6ynpodeH + napaneramoln), IOPOIIOK i MPUIOTOBJIEHHS PacTBOpa
JUTSt iprieMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2301630 Batch Quantity / 1 16850 units /
Cepus Ne O6wem napTuu 16850 enuHul
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
AnHanutudeckuii otuer No Hata aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JlaTa npou3BOJCTBA T'open no
Analysis performed according ND / Ananuz nposenen no HJI: JITT-007239-300721
ONe Test / Iloka3zaresn Result / PesyabTarht Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powde_r,_ with a
characteristic odor. /| characteristic odor. / [Topowmok ot 6enoro

ITopowox 6Genoro 1usera ¢
XapaKTEePHBIM 3allaxoM.

10 mouty 6enoro 1BeTa, ¢ XapaKTEPHBIM
3aMaxom.

2 |Reconstituted solution /
BoccTaHOBJIEHHBIH pacTBOp

Colourless solution with a
characteristic odor, with small

Colourless solution with a characteristic

odor shall be observed, may have small

amount of suspended particles.| amount of suspended particles. /
- appearance / onucarue BecupeTHBIif pacTBop C| becnBeTHBIi pacTBOP € XapaKTepHBIM
|| XapaKTepPHBIM  3alaxoM, C| 3alaXoM, € BO3MOXHBIM COIEpXaHHEM
HEeOOMNBIINM KOJIHUECTBOM | HEOONBIIOr0  KOJNMYECTBA  B3BELIEHHBIX
B3BELIIEHHBIX YaCTHIL. YACTHII. o
- Color of the solution / Complies / Color intensity of the solution does not
UeemHocms CooTBeTCTBYET exceed color intensity of reference

standard Bg. / PacTBop JomxeH OBITH
oKkpalileH He 6oyiee MHTEHCHBHO, 4YeM
aTasioH Bo.

Dissolution time /
! Bpems pacTBOpeHMs

01 min 03 sec/ 01 muH 03 cex

Not more than 5 min. / He 6onee 5 MuH.

4 |pH of solution / pH pacTBopa

6.5

5.8t07.8./0T15,8 10 7,8.

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam H/

Conclusion : APPROVED /
Zaxaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Pardeep . [Tpoepeno: Santosh Kumar Ono6peno: Menemickp / Pykopoanrens
Kumar . - Maurya Abhishek Chauhan K

—-i"":"/ =
Reprint Date / Reprint Date / Reprint Date / A
Hata: 25.11.2023 Jara: 25.11.2023 Jara: 25.11.2023

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




Dr.Reddy’s €3¢

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
CEPTH®HUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr U6ykma® Dxcnpecc (ubynpodeH + napaieramorn), MOPOLIOK AJIsl IPUTOTOBJIEHHS PacTBOpa
IUTs TIpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2301630 Batch Quantity / : 16850 units /
Cepus Ne O6beM napTin 16850 enunnn
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
Ananutnyeckui otyeT Ne JlaTa ananusza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JlaTa MpoM3BOJICTBA T'omen no
Analysis performed according ND / Ananu3s nposegnen no HJI: JII1-007239-300721
ONe Test / [TokazaTenasn Result / Pe3yabTaTsl Specification / Hopma 'I
5 [dentification / IlogJiuHHOCTE Complies / | The retention times of the main peaks in
CooTBeTCTBYET the chromatograms of test solutions
(LPHELC.BIHCK ’ should correspond to those in the
— Ibuprofen / ubynpogen r chromatograms of reference standards
|solution (Assay section). / BpeMﬂl
~ Paracetamol / napayemamon yIepKHBAHHS OCHOBHEIX THKOB Ha|
XpoMaTorpaMMax HCTIBITYEMBIX
pacTBOpPOB JOMKHBI COOTBETCTBOBATH
BpeMeHaM YIepKUBaHUS
COOTBETCTRYIOLMX OCHOBHBIX NUKOB Ha
| xpomarorpammax pacTBopa
[ cTannapTHBIX obpasuoB (paznen
| «KonuvecTBeHHOE OIPENIEIIEHHEN).
B) by HPLC-UV / B2XXX-Y® Complies / When carrying out the "Assay" test, the
CoOTBETCTBYET UV spectra of the test solutjons should
~ Ibuprofen / ubynpogen |correspond to those of ibuprofen and
\— Paracetamol / napauemamon | paracetamol standard solutions. / Ilpu
npoeeneHnd Tecra «KonMMuecTBEHHOE
OTpe/IETICHUE Y®-cnexTpsl
!I/ICHBITyeMLIX PacTBOpOB  JOJIKHBI
COOTBETCTBOBAThb V®-cnexTpam
| cranmapTHBIX pacTBOpoB UOynpodeHa u
| mapareraMmorna.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanue: ITponykT cooTBeTCTBYET TpeboBanuaM H/I

Zaxaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoBneHo: Pardeep [Mposepeno: Santosh Kumar Onobpeno: Meunemikep / PykoBoautens
Kumar \i/ Maurya (& Abhishek Chauhar}\ \

Reprint Date / Reprint Date / Reprint Date / \

Hara: 25.11.2023 Harta: 25.11.2023 Jara: 25.11.2023

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



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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg
Tlponyxr NbGyinnn Sxenpece (nOynpoden + napaleramosn), MOpPoLIOK AJisi MPHIOTOBJICHNA PacTBEOpa
JUIS IpHEMa BHYTpb, 400 mMr+325 mr
Batch No. / 1 V2301630 Batch Quantity / : 16850 units /
Cepunst Ne O6beM NapTHH 16850 enunnn
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
Ananutuueckuii oryet Ne JlaTa aHanuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata mpon3BoacTBa Tonmen no
Analysis performed according ND / Ananu3 nposesieH no HJI: JII1-007239-300721
ONe Test / Iloka3aTean Result / Pe3yibTaThl | Specification / Hopma
6 |Particle size / Pazmep yacTHI 100 % Particle size less than 2 mm —not less
than 95 %,; / Yactuy pasmepoM MeHee
2 MM — He MeHee 95 %;
94 % Particle size less than 0.25 mm —not
less than 60 %. / yacTuLl pazMepom
MEHee 0,25 MM — He MeHee 60 %.
7 |Water / Boaa 4.9 % Not more than 8.0 % w/w. / He Gonee
8,0 %.
8 |Related substances/

PoacreeHnbIie IpUMecH

- ibuprofen / ubynpodghen

- paracetamol / napauemamon

Below LOQ (LOQ = 0.04 %) /
Hioke npezena KOJMYeCTBEHHOTO
onpenenerus (IIKO = 0.04%)

Below LOQ / Huxe npenena
KOJTMYECTBEHHOTO ONpeAeIeHHs

Below BDL (BDL= 6328) / Huxe

Individual unidentified impurity - not
more than 0.15 %. / Enunnundas
HenAeHTHHULIPOBaHHAS IPHMECH - HE
oonee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma npumeceti - He bostee 0,5 %.

Impurity K - not more than 0.15%. /

ropora peructpauun (FIP =6328) [Ipumeck K - ne 6ornee 0,15 %.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosneno: Pardeep IposepeHo: Santosh Kumar Onobpeno: Meunemiep / PykoBoxutens
Kumar - ] - Maurya Abhishek Chauhan L

Reprint Date / Reprint Date / Reprint Date / \

Hata: 25.11.2023 Hara: 25.11.2023 Hata: 25.11.2023

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 “:'.

CERTIFICATE OF ANALYSIS

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

CEPTHDUKAT AHAJIU3A
Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilponykr U6yxnun® Dxcnpecc (M6ynpodeH + napareramon), MOPOLIOK /ISl IPUTOTOBJICHHS PacTBopa

Ut npdeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2301630 Batch Quantity / : 16850 units /
Ceprust Ne O6beM napTun 16850 emuHuUIL
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
AHanuTHyeckuii oruet Ne JlaTta aHanusza
Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2025
Jlata npou3BOACTBA ToneH no

Analysis performed according ND / Ananu3 nposeser no HJT: JII1-007239-300721

ONe

Test / Iloka3zaTennb

| Result/PesyabTaTl |

Specification / Hopma

mopora perucrpaunu (I1P =6328

Below BDL / Hwuxe mnopora
[perucTpanuu

I
Below BDL (BDL= 6328) / Huxe gIndividual unidentified impurity - not
) [more than 0.10%. / Exuau4Has

[HEMIEHTUHUIMPOBAHHAS TIPYMECh - HE

{onee 0,10 %.

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

Uniformity of dosage units /
OaHOPOXHOCTH A03HPOBAHHS

- ibuprofen / ubynpodgren

- paracetamol / napayemamon

4.5

34

more than 15.0. / [lokazarens

6onee 15,0.

more than 15.0. / ITokazarens

6osee 15,0.

Acceptance value (AV) should not be

npueMyieMoctd (AV) fomkeH OBITh He

Acceptance value (AV) should not be

npremiieMocTH (AV) fomxeH ObITh He

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHusAM HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pardeep ITpoBepeHo: Santosh Kumar Onobpeno: Metnemiep, / Pykosoautens
Kumar Maurya Abbhishek Chauhan

Lo Ve QT N )
Reprint Date / Reprint Date / Reprint Date / \
Hata: 25.11.2023 Jara: 25.11.2023 Jata: 25.11.2023

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 ":'.

CERTIFICATE OF ANALYSIS

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

| Absent per 1 g/
OrcyTcTBYET B 1T

CEPTU®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoaykt HUoykms" Dxenpece (ubynpoder + napaueramor), NOpOLIOK IS MPHIOTOB/IEHHS PacTBOpPa
JUis mpuemMa BHyTpb, 400 Mr+325 mMr
Batch No. / 1 V2301630 Batch Quantity / : 16850 units /
Cepus Ne O6pem napThu 16850 enuHuI
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
AHanuTHyeckuit otyet Ne JlaTa aHanuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata mpou3BoJcTBa T'ozex oo
Analysis performed according ND / Ananu3 nposezen no HI: JI[1-007239-300721
ONe | Test / Ilokazarenn Result / PesyabTaThl | Specification / Hopma
10 | Microbial limits /
MuxkpoGuonornyeckas YucTOoTa
08 CFU/g/ a) Total aerobic microbial count -
08 KOE/r not more than 1000 CFU/g. /
Obuiee YUCIO a’poOHBIX
MHKpoopranusMoB - He 6onee 1000
NIL CFU/g/ KOE/T.
KOE/r b) Total combined yeasts and

mould - not more than 100 CFU/g. /
Ob11ee YUCIIO IPOAOKEBBIX H TUIECHEBBIX
rpu6os - He 6onee 100 KOE/T.

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

- paracetamol / napayemamon

11 '_Assay / KonuuyecTBennoe
onpenesgeHHe
- ibuprofen / ubynpoghen 389.8 mg (97.4%) /

389.8mr (97.4%)

327.6 mg (100.8%) /

360.0 mg to 440.0 mg of Ci3Hi302
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr go
440,0 mr Ci3Hi30, (ubympoden) (ot
90,0 % nmo 110,0 % OT HOMHMHAJIBLHOIO
COJIEpXKaHHUs) B ONHOM NTAKETHKE.

292.5 mg to 357.5 mg of CsHsNO,

Remarks : The Product confirms to ND/
Tpumeuanue: ITpoaykT coorBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
Zaxmouenune: OJOBPEHO

Jarta: 25.11.2023

Hara: 25.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrororieHo: Pardeep TIpoeepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoauTerns
Kumar &::( Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

JHata: 25.11.2023

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




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

CEPTU®HUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponykt H6yxauu® Dxcnpece (uGynpodet + naparieTamon), MOPOLIOK sl IPHrOTOBJIEHUS pacTBOpa

Ul IpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2301630 Batch Quantity / : 16850 units /
Cepusi Ne O6beM napTii 16850 emuHmI ]
Analytical Report No. / : 890001686756 Date of Analysis / 1 18.09.2023
Anamutnyeckuii otuer Ne JlaTa aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry/ : 07/2025
Jlata NpoOW3BOACTBA T'ofeH o
Analysis performed according ND / Ananu3s mposeaer no HJT: JII1-007239-300721
ONe Test / [TokazaTesn Result / PesyasTaTl | Specification / Hopma

327.6 mr (100.8%)

(paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 Mr 10
357,5 mr CsHoNO, (mapaueramoin) (oT
90,0 % no 110,0 % OT HOMUHAJIBHOTO
coIepkanis) B OTHOM NaKEeTUKE. ,

12 |Package / YnakoBka

5 g in a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and patient
information leaflet in carton pack.
/ Tlo 5 r B mMakeTUke H3
KOMOGHMHHPOBAHHOIO MaTepHala
(nmamMuHMpOBaHHAA
6ymara/TIDHI/amoMunneBas
¢donera/[IHIT). 1o 9 maxeTHKoB
BMECTE C MHCTpPyKLHEH 1o
NPUMEHEHHIO B nayky
KapTOHHYIO.

5 g in a sachet of a combination material |
(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack. / ITo 5
I B DaKeTHke M3 KOMOWHHPOBAHHOIO
MarepHana (namMuHMpOBaHHAs
6ymara/TIDHIl/amroMuHKEeBas

| ponpra/IIOHIT). ITo 6 unu 9 MakeTHKOB
BMECTE C HHCTPYKLHEH 10 IPUMEHEHHIO
B Ia4Ky KapTOHHYIO.

13 |Labeling / MapkupoBka

According to ND. / B cootserctBuu ¢ HJI.

14 |Storage conditions /
Xpanenne

| Store below 25 °C. / ITpu Temnepatype He Bbiie 25 °C.

15 |[Shelf life / Cpox rogaoctH

2 years. / 2 roga.

Remarks : The Product confirms to ND/

IIpameuanne: [TpogykT cootBeTcTBYET TpeboBanuam H/J

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Pardeep [TpoBepeno: Santosh Kumar OnobpeHo: Menemsep / PykoBogurens
Kumar Maurya y'\- Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023

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 Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Product Tbuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg

[pomykT U6yxmun® Dxcnpecc (uGynpodeH + napaneramol), OpOLLIOK JUis NPHIOTOBJIEHHS pacTBOpa
JUIst npueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2301630 Batch Quantity / : 16850 units /

Cepns Ne O6bem napTuH 16850 enunmI

Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023

Ananntryeckuii otuet Ne Jlara aHanu3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025

Jlata npoussojcTBa I'open o

Analysis performed according ND / Ananus nposeaen mo H/JI: JINT-007239-300721

API name / Hanmenosanne A®C:

Ibuprofen sodium dihydrate /
Woynpodena HaTpusl Auruapar

Paracetamol / [Tapaneramon

INN / MHH.:

Ibuprofen / Uéynpoden

Paracetamol / [Napaueramon

API manufacturer batch number /

npoussoauTeas [JID:

SB1F0059 APAPE2023060681
Homep cepun nponspoaurtens ADC:
FP Manufacturer API Batch number /
Homep cepuu cybcTanuuu FEQAO00013 FEQA00328

API Manufactured by & country /
Ipounssogurens ADC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiiun, CIHA

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

Remarks : The Product confirms to ND/
Ilpnmeuanue: [TpogykT cooTBeTcTBYeT Tpebosanusm HJ

Conclusion : APPROVED /
Zaknouenne: OJJOBPEHO

Jara: 25.11.2023

Hata: 25.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrotoeneno: Pardeep ITpoeepeHo: Santosh Kumar Onobpeno: Menemkep / Pykosogurens
Kumar Ci/ Maurya OO\ Abhishek Chauhan L’

Reprint Date / Reprint Date / Reprint Date / i

Jata: 25.11.2023

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




