@e
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoayxt U6ykmn" Dxenpece (ubynpoden + napaueramon), NOPOILIOK s MPUrOTOBICHHS PacTBOpa

JuTa nprema BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302278 Batch Quantity / : 17084.22 units /
Cepns No O6beM napTHH 17084.22 ennHuL
Analytical Report No. / : 890001705253 Date of Analysis / : 14.12.2023
AHanuTHueckuit otuer No Jlara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2025
Jlata npou3BojcTBa ['onen no

Analysis performed according ND / Ananus nposeaen no HJI: JII1-007239-300721

ONe Test / [lokazaTesb Result / PesyabTaThl Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / [Topowok oT 6es0ro
[Topowok Genoro 1uBera ¢| A0 MouTH 6enoro LBETa, ¢ XapaKkTEepHbIM
XapaKTepHbIM 3aMaXoM. 3armaxoMm.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccranoBiaeHHbIH pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended particles.| amount of suspended particles. /
- appearance / Onucanue BecuperHbiii pactBop ¢ | becuBeTHhIi pacTBOp € XapakTEepHBIM
XapaKTEPHBIM  3aMaxoM, C| 3amaxoMm, C BO3MOXHBIM COJCPXKaHHEM
HeOONBILIM KOAUYECTBOM | HEOONBIIOrO KOMUYECTBA  B3BELIEHHBIX
B3BEILICHHBIX YACTHLL. YACTHII.
- Color of the solution / Complies / Color intensity of the solution does not
HGeMHOCMb COOTBETCTBYET exceed color intensity of reference standard
By. / PacTBOp I0JUKEH OBITH OKpAlleH He
6oJiee HHTEHCUBHO, 4eM 3TaIOoH Bo.
3 |Dissolution time / 01 min 03 sec/ 01 mun 03 cek| Not more than 5 min. / He 6onee 5 MuH.
Bpems pacTBopeHHs
4 |pH of solution / pH pacTBOpa 6.5 5.8t07.8./0t15,8 n07,8.

Remarks : The Product confirms to ND/

ITpumeyanue: [IpoayKTL00TBETCTBYET TpeboBaHusamM HIL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Jata: 14.12.2023

Hata: 14.12.2023

Prepared by / Checked by / N Approved by: Manager/Executive /
TMoarotosneno: Pravesh Rana | Iposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoautenb

Maurya Manoj Kumar & gi“'! :
Reprint Date / Reprint Date / Reprint Date / =

Jlara: 14.12.2023




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpomykt U6yknun® Dxcnpecc (M6ynpodeH + napaiueramont), NOPOLIOK AJis NPUTOTOBIEHUS pacTBOpa
JUIst npueMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302278 Batch Quantity / : 17084.22 units /
Cepna Ne Ob6bem napTin 17084.22 eguHun
Analytical Report No. / : 890001705253 Date of Analysis / : 14.12.2023
AHanvutudyeckuit oryer Ne Jlata ananusa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Jlata npou3BOJCTBA l'oneH o
Analysis performed according ND / Ananus nposesen no HJI: JI[1-007239-300721
ONe Test / 1loka3aTenn Result / PesyasTaThl Specification / Hopma
5 [[dentification / IlogunnocTn Complies / The retention times of the main peaks in the
4) by HPLC / BIXKX CooTBeTCTBYET chromatograms of . test solutions should
correspond to those in the chromatograms of
— Ibuprofen / uéynpoen reference  standards solution (Assay
section). / BpeMsi yiepXxvBaHUsI OCHOBHBIX
~ Paracetamol / napauemamon MKOB Ha XpOMarorpaMmax HCHBITYEMBIX
pacTBOPOB  JIOJDKHBI ~ COOTBETCTBOBATH
BpeMeHam yIepXKUBaHHS
COOTBETCTBYIOLIIUX OCHOBHBIX IHUKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHAAPTHBIX
obpasuoB  (pazgen  «KoiuuecTBeHHOE
onpeescHue»).
B) by HPLC-UV / BOXKX-Y® Complies / When carrying out the "Assay" test, the
. b CoOTBETCTBYET UV spectra of the test solutions should
uprofen / ubynpoge correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / Ilpu
nposenennd  Tecta  «KoyMuecTBeHHOE
onpeneneHne» YD-CreKTpbl UCIBITYEMBIX
PACTROPOR JIOIKHEI COOTBETCTBOBATL Y -
CHEeKTpaM CTaH/ApTHBIX pacTBOpOB
ubynpodeHa u napaneTaMmora.

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoayKT/cOOTBETCTBYET TpeboBanusam H/I

Conclusion : APPROVED /
Zaxmawuyenune: OJJOBPEHO

Prepared by /
[Toarorosneno: Pravesh Rana

Checked by /

Maurya

Sl

[Tposepeno: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoauTe/h
Manoj Kumar 7\6 ] &g ,,.i ;

Reprint Datc /
Hata: 14.12.2023

Roprint Dato /
Jara: 14.12.2023

Reprint Date /
Hara: 14.12.2023




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[IponykT U6ykmun” Dxcnpecc (MOynpodeH + mapaueramMon), HOpOLIOK /Ui NPUTOTOBJICHHS PaCTBOpa

JUis ipuema BayTpb, 400 Mr+325 mr
Batch No. / 1 V2302278 Batch Quantity / : 17084.22 units /
Cepns Ne O6beM napTHi 17084.22 ennMHuL
Analytical Report No. / 1 890001705253 Date of Analysis / 1 14.12.2023
AHanuTHYeCKUH oTHeT Ne Jara ananusza
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
JlaTa npoussojcTa Tonen oo

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

Poacreennbie NpHMECH

- itbuprofen / ubynpodgen

- paracetamol / napayemamon

Below LOQ (LOQ = 0.04 %) /
Hioke npenena
(KOJTMYECTBEHHOIO
onpenenenus (ITKO = 0.04 %)
Below LOQ / Huxe mpenena
KOMMYECTBEHHOTO
orpeieIeHHs

Below LOD (LOD = 0.01 %) /
Huxe npenena oOHapyKeHHs

(ITO = 0.01 %)

ONe Test / 1loxa3zaresnb Result / PesyabTaThl Specilication / Hopma
6 |Particle size / Pazmep 4acTHIl 100 % Particle size less than 2 mm — not less
than 95 %; / YacTull pasMepoM MeHee 2 MM
— He MeHee 95 %;
91 % Particle size less than 0.25 mm — not less
than 60 %. / yacTul pasMeEPOM MEHEE
0,25 mM — He MeHee 60 %.
7 [Water/ Bona 4.8 % Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 |Related substances/

Individual unidentified impurity - not more
than 0.15 %. / Exunnunas
HeHUJIEHTH(UIIHPOBaHHAs IPUMECE - HE
oonee 0,15 %.

Total impurities - not more than 0.5%. /

Cymma npumeceii - He 6onee 0,5 %.

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

Remarks : The Product confirms to ND/

Ipumeuanue: [TpoaykT,cooTBeTCTBYET TpeboBarusm 1T

Conclusion : APPROVED /
3akaouenue: OJJIOGPEHO

@\,

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

[MoarotoeneHo: Pravesh Rana | [Tpoepeno: Santosh Kumar Onobpeno: Menenxep / Pykosonyreas
Maurya Manoj Kumar @tﬂ

Reprint Date / Reprint Date / Reprint Date /

Jarta: 14.12.2023 Jara: 14.12.2023 Hara: 14.12.2023
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Dr.Reddy’s Q;*

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpomykT U6yknus® Dxkenpece (ubynpodeH + mapamneramon), NOPOLIOK JUls IPUIOTOBJICHHA pacTBOpa

115 pueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302278 Batch Quantity / : 17084.22 units /
Cepns Ne O6beM napTHH 17084.22 eauunu
Analytical Report No. / : 890001705253 Date of Analysis / : 14.12.2023
AHanuTH4yeckui otyer Ne JlaTta aHayin3a
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
JaTa npoussojacTa ['open no
Analysis performed according ND / Anasu3 nposeaes no HJT: JIT1-007239-300721
| ONe 'T'est / IloxazaTean Result / Pe3yabTaThbl Specification / Hopma

Below LOQ (LOQ =0.05 %) /
Huxe npenena
KOJMYECTBEHHOTO
onpenenenus (ITKO = 0.05 %)

Individual unidentified impurity - not more
than 0.10%. / EnunnyHas
HeuJeHTU(PUIHPOBAHHAS IPUMECH - HE
posnee 0,10 %.

Below LOQ / Himxe npeaena  [Total impurities - not more than 0.5%. /
KOJIM4ECTBEHHOIO CymmMma npumeceid - He 6oinee 0,5 %.
ompeneneHus
9 |Uniformity of dosage units /
OIHOPOJHOCTH J03HPOBAHUS
- ibuprofen / ubynpogen 43 Acceptance value (AV) should not be more
' than 15.0. / [Tokazartenb IpUEMIIEMOCTH
(AV) nomxkeH 6biTh HE Gonee 15,0,
- paracetamol / nADAUEMAMO Acceptance value (AV) should not be more
B Pa 5.1 than 15.0. / Tlokazarens NpHeMIIEMOCTH

(AV) nomxkeH 6bITh He bonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [1poayKT COOTBETCTBYET TPeOOBaHUAM

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / /B Checked by /
IMoarorosneHo: Pravesh Rana
Maurya

[IposepeHo: Santosh Kumar

Approved by: Manager/Executive /

Opobpeno: Menemxep / PykoBoaurens
Manoj Kumar & zﬁiff f !

Reprint Date /
Jara: 14.12.2023

Reprint Date /
Jata: 14.12.2023

Reprint Date /
JHata: 14.12.2023
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Dr.Reddy’s ‘,’o’

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A
Product . Ibuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponykr : Woykaun" Dxenpece (nGynpoden + mapaieramon), NOPOLIOK AMS NPHIOTOBIEHHS pacTBOpa
11 mpyueMa BHYTpb, 400 mr+325 mr
Batch No. / : V2302278 Batch Quantity / : 17084.22 units /
Cepusg Ne O6beM napTHH 17084.22 epyanu
Analytical Report No. / : 890001705253 Date of Analysis / ¢ 14.12.2023
Ananutnyecknil oruer Ne Jata aHanu3za
Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
JlaTa npou3BOACTBA ["onen o

Analysis performed according ND / Auanus nposezer no HJI: JITI-007239-300721

ONe Test / lloka3zaTean

Result / Pe3yabTaTsl

Specification / Hopma

10 | Microbial limits /
Mukpo6uonornyecKas YucToTa

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcyrcTBYET B IT

a) Total aerobic microbial count - not
more than 1000 CFU/g. /

Ob11ee YUCo a3pOOHBIX MUKPOOPTraHU3MOB
- He 6onee 1000 KOE/T.

b) Total combined yeasts and mould -
not more than 100 CFU/g. /

O6uiee YUCIIO JIPOMNOKEBBIX M IIJIECHEBBIX
rpu6os - He Gonee 100 KOE/T.

c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcytcTBHE B 1 T

ompeaesieHHe
- ibuprofen / ubynpogen

11 | Assay / KosuuyecTBeHHOE

- paracetamol / napayemamon

391.8 mg (97.9%) /
391.8 mr (97.9%)

318.4 mg (98.0%) /
318.4 mr (98.0%)

360.0 mg to 440.0 mg of C;3His02
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
Ci3Hj30, (ubynpoden) (ot 90,0 % no
110,0 % OT HOMMHANLHOTO COAEPKaHUA) B
OJIHOM MaKeTUKe.

2925 mg to 357.5 mg of CsHoNO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 Mr

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponyky cooTBeTcTBYeT TpeboBanusn HII

Conclusion : APPROVED /
Zaxnwuenue: OJOBPEHO

Prepared by / 4
IMoarorosnedo: Pravesh Rana

Maurya

Checked by /
ITpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /

Manoj Kumar

Reprint Date /
Jata: 14.12.2023

Reprint Date /
Jara: 14.12.2023

Onobpeno: Menempkep / Pykosoaurells
g ;é{,u.«f
Reprint Date / ‘

Jara: 14.12.2023
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[ponykT U6yxnun” Dxcnpece (ubynpodeH + napaneTamo), MOPOLIOK AJist TPHUIOTOBJEHHS pacTBOpa
JU1s TpUeMa BHyTpb, 400 Mr+325 mMr
Batch No. / 1 V2302278 Batch Quantity / : 17084.22 units /
Cepus No O06neM napTun 17084.22 eprHun
Analytical Report No. / : 890001705253 Date of Analysis / : 14.12.2023
Ananutnyeckuii otuer Ne JlaTa aHanusa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Jara npon3BoJCTBA ["onen 1o
Analysis performed according ND / Ananus nposeaen no HJI: JIT1-007239-300721
[ ONe T'est / Iloka3zaresn Result / Pe3yabTaThbl Specification / Hopma |
CsHoNO, (mapaueramon) (ot 90,0 % mo
110,0 % OT HOMWHANILHOTO COAEPXKAHUA) B
OJ{HOM TIaKETHKE.
12 [Package / YnakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material

material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 9 sachets and|information leaflet in carton pack./Ilo5Sr B

patient information leaflet in
carton pack. / Ilo 5 r B
MaKkeTHKe H3
KOMOWHHPOBAHHOTO

Marepuaia (JJaMUHHpOBaHHAas
oymara/II9HI/anromuHueBast

NaKeTUKe KOMOMHHPOBAHHOTO
MmarepHana (lTaMUHHUpOBaHHAS
oymara/[1OHI1/antoMuHueBas
donera/TIDHIT). Tlo 6 unn 9 nakeTukos
BMECTE C MHCTPYKLIUEH MO MPUMEHEHHIO B
MayKy KapTOHHYIO.

H3

donwra/[19HII). Ilo 9
IaKETHKOB BMECTE c
WHCTpYKUNEH no
MPUMEHEHHIO B nayxy
KapTOHHYIO.
13 |Labeling / MapkupoBKa According to ND. / B cootBerctnuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / IIpu Temnepatype He Bbluie 25 °C.
XpaHeHue
15 |Shelf life / Cpox rognocTu 2 years. / 2 rofa.

Remarks : The Product confirms to ND/
Ipumeuannue: [Ipoayxt/coorBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zaxkmwouyenue: OJJOBPEHO

Prepared by / %
ITonrorosieno: Pravesh Rana

Checked by / _U\’
IMposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBOANTETb
Manoj Kumar fﬁ’/}; ;:__L:Q

Reprint Date /
Hara: 14.12.2023

Reprint Date /
Jata: 14.12.2023

Reprint Date /
Jara: 14.12.2023




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponykr U6yxnun® Dxcnpecc (u6ynpodeH + napareramon), IOPOLIOK AT IPUrOTOBJIEHHS PacTBOPa

JUis ipuemMa BHYTpb, 400 Mr+325 mMr

Batch No. / 1 V2302278 Batch Quantity / : 17084.22 units /
Cepus Ne O6beM napTuu 17084.22 equnuy
Analytical Report No. / : 890001705253 Date of Analysis / : 14.12.2023
AHanutuyeckuif oryet Ne JlaTa ananusa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Jata npon3poacTsa ["onieH 1o

Analysis performed according ND / Ananu3s nposeaes no HJI: JI1-007239-300721

API name / HanmenoBanne ADC: Ibuprotfen sodium dihydrate /

Paracetamol / [Tapaueramon

HoynpodeHa HaTpus AUTHAPAT

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [1apaneramon
API manufacturer batch number / SB1F0061 APAPE2023060684
Homep cepun npoussoaurenss ADC:
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIMH FEQA00014 FEQA00344
npouszsoauTens I'JIdD:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Ilpouzsogutenr ADC, crpana: BAC® Kopnopetims, CILIA I'panynec Wunus Jlumuren, Maaug

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Jata: 14.12.2023 Hata: 14.12.2023

IIpumeuanne: [IpoaykrjcooTBeTcTBYET TpeboBanuam HJT 3akmouenne: OJOBPEHO

Prepared by / ‘ﬁ Checked by / = Approved by: Manager/Executive /

IMoarorosieno: Pravesh Rana | [Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBognTenb
Maurya Manoj Kumar ‘& ;!;.,-_.L

Reprint Date / Reprint Date / Reprint Date /

Jlara: 14.12.2023




