Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A
Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Mpoayxr : H6ykamun® Ixenpece (uGynpode + napaneramod), NOPOLIOK ISl IPHTOTOBIEHHS
pacTBOpa JAJia npueMa BHYTpb, 400 Mr+325 mr ]
Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus No O6beM napTHu 17279.22 enviHu
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AnanauTudecknii oruet Ne JlaTa aHanu3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npon3BoACTBA I'ogen go
Analysis performed according ND / Ananu3s nposeaen no HJL: JIII-007239-300721
;W—]__ Test / Iloka3zaTens Result / PeyabTaTsl Specification / Hopma
|1 'Description / Onucanue White  powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / [Topowiok ot 6enoro
IMopowok 6Gemoro wuBera c| J0 Noytv 6enoro LBeTa, ¢ XapaKTePHbIM
XapaKTepHbIM 3aNaXOM. 3anaxoM.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHOBJIEHHBIH PACTBOP characteristic odor, with small| odor shall be observed, may have small
. amount of suspended | amount of suspended particles. /
[ |- appearance / onucanue particles. /  becuseTHblit| becuBeTHpIi pacTBOp € XapaKTepHBIM
| PaCTBOP € XapaKTEpHBIM | 3aflaXOM, € BO3MOXHBIM COZEpXKaHHEM
| 3amaxoM, ¢  HeOonbluMM | HEOONBLIOrO KONMYECTBa B3BELUEHHBIX
KOJMYECTBOM  B3BELLUEHHbBIX | YACTHLL.
N - | yacTiL B
Ne | Test / Iloka3areb Result / Pe3ynbTaThl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not|
UBEMHOCHTb CoOTBETCTBYET exceed color intensity of reference standard
By. / PactBop nomkeH ObITh OKpalleH He
- fosnee HHTEHCHBHO, UeM 3TaoH Bo. '
3 |Dissolution time / 01 min 10 sec / 01 mun 10 cex | Not more than 5 min. / He 6onee 5 muH.
Bpemsi pacTBopeHus _
4 | pH of solution / pH pacTBopa j 6.5 5.8t07.8./015,8 007,8.
|

Remarks : The Product confirms to ND/
ITpumeuannue: [Tpoaykr cooTsercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axauyenne: OJOBPEHO

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

IMoaroroBliedo: Rama Kant Mposepeno: Pardeep Kumar Upo0pero: Menelsxkep / Pyrosugr s
M@d\ 'DL/ Amit Kumar A’:"”/

Reprint Date / ' Reprint Date / Reprint Date /

Jata: 16.10.2024 Jara: 16.10.2024 Hara: 16.10.2024
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Hoyknnn® Dxcnpece (uOynpoder + napaueramoir), 10poLIOK /sl IPUTOTOBJIEHHS

pacTBOPA ISl MpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne Oobem napTuu 17279.22 enunuun
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AHANUTHYECKHIT oTdeT No JlaTa aHanu3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npou3BoACTBA I'onen no
Analysis performed according ND / Ananu3 nposeaen no HJI: JIII-007239-300721

| Ne Test / Iloxka3aTennb

Result / PesyibTaThl

Specification / Hopma

Identification / IToaJHHHOCTD
4) by HPLC / BIXKX I
— Ibuprofen / ubynpogen

9]

— Paracetamol / napayemamon

" |B) by HPLC-UV / BOXX-Y®

— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

Compties /
CooTBETCTBYET

The retention times of the main peaks in the
chromatograms of test solutions should
correspond to those in the chromatograms of
reference  standards solution (Assay
section). / Bpemsi ynepxuBaHHsI OCHOBHbBIX
[IMKOB Ha XpPOMAaTOrpaMMax HCIbITYyEMbIX
pacTBOPOB  JO/DKHBI ~ COOTBETCTBOBATH
BpeMeHaM yAepKUBaHUS
COOTBETCTBYIOLLIMX OCHOBHBIX NMKOB Ha
XpoMaTorpaMmax pacTBOpa CTaHAAPTHBIX
obpastoB  (pasmen  «KomudecTBeHHOE
omnpeJeseHHeE).

_Complies /
CoOTBETCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / [Ilpu
npoeefeHnd  Tecta  «KonMuecTBeHHOE
onpezeiedne» Y®-cneKTpbl UCIBITYEMbIX
PacTBOPOB JOJKHBl COOTBETCTBOBATh Y D-
CTeKTpam CTaHIAPTHBIX pacTBOpOB
noynpodeHa u napaueTamona.

Remarks : The Product confirms to ND/

ITpumeuanue: [TponykT coorsercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by /

IloarorosneHo: Rama Kant

Rlet

[posepeno: Pardeep Kumar

Amit Kumar

5

Reprint Date /
Jata: 16.10.2024

Reprint Date /
Hata: 16.10.2024

Reprint Date/ '

Hata: 16.10.2024

Regisierad Qffice: §-2-337, Road No 3, Banja

i Hills, Hyderab

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoauTcb




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr Ho6yknun® Ixenpece (MOynpodeH + napaneramon), NOponIoK A/is NPHIOTOBJIEHHS
pacTBoOpa s IpueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne O6beM NapTHH 17279.22 envuui
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AHAJUTHYECKHI oTyeT No JlaTa aHaJam3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npoH3BoJcCTBA I'onen 1o

Analysis performed according ND / Anasn3 nposesen no HJ/I: JIIT-007239-300721

Ne

Test / Mloka3aTelib

Result / PesyibTaThl

Specification / Hopma |

Particle size less than 2 mm — not less

than 95 %; / Yactnu pasmepoMm MeHee 2 MM
— He Menee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / yacTHI] pa3MEPOM MeHee

0,25 MM — He meHee 60 %.

6 Particle size/ Pasmep yactun 100 %
98 %
7 |Water / Boxa 3.8%

Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 |Related substances /

(PomcTBEHHbIE MPUMECH

|- ibuprofen / ubynpogen

Below LOQ (LOQ =0.04 %) /
Hxe npenena
KOJINYECTBEHHOr 0
onpeaenexus (ITKO = 0.04 %)

Below LOQ / Huxe npenena
KOJIHYECTBEHHOTO
ornpeaeneHus

[ndividual unidentified impurity - not more
than 0.15 %. / ExuHu4Has
HenJeHTHHHIHPOBAHHAS IPHUMECH - HE
Oosee 0,15 %.

Cymma mpumeceii - He 6onee 0,5 %.

Total impurities - not more than 0.5%. / '

Remarks : The Product confirms to ND/
ITpumeyanne: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by /
TTourorosiieno: Rama Kanl

Checked by /
[Mposepenu. Pardeep Kumar

Approved by: Manager/Executive /
OnoGpeno: Menenzep / I'ykoBoanTtess

d" Amit Kumar o
Reprint Date / Reprint Date / Reprint Date / 4
Hara: 16.10.2024 Hara: 16.10.2024 JHara: 16.10.2024
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r.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr H6yknnn® Jxenpece (uGynpoden + napaueramo.r), NOpomOK AJist IPHIOTOBJIEHHS]
pacTBOpa AJIs NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne O0bem mapTHH 17279.22 enunun
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
ApanuTnyeckuii oryer Ne JlaTa anaymza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
Jlara npou3BoOACTBA T'oneH ao
Analysis performed according ND / Anaau3 npoeeaen no HJI: JIIT-007239-300721
| Ne [ Test / [TokazaTenan ~ Result/ Pe3yibTaThl Specification / Hopma ]
! [
- paracetamol / napayemamon Below LOD (LOD = 0.01 %) / Impurity K - not more than 0.15%. /
Huxe npenena obuapyxenus [Ipumecs K - ve 6onee 0,15 %.
(ITO =0.01 %) '
Below BDL / Huxe nopora :Individual unidentified impurity - not more
perucTpamuu than 0.10%. / Enunuiunas
HeuIeHTHOULMPOBAHHAS IPUMECD - He
Below BDL / Huxe nopora  |ponee 0,10 %.
perucTpaluu I
Total impurities - not more than 0.5%. /
bymma npumMeceii - He bonee 0,5 %.
9 | Uniformity of dosage units / = ‘
OaHOpOAHOCTD J03HPOBAHMS ‘
- ibuprofen / ubynpodghen 1.2 Acceptance value (AV) should not be more
than 15.0. / Iloka3aTens NpueMIeMOCTH
(AV) nomkeH ObITh He Honee 15,0.
|
 paracetamol / napaAUEMAMOIL 2.2 Acceptance value (AV) should not be more
pa amot /napay than 15.0. / Iloka3arenp NPHEMJIEMOCTH
(AV) nomxex ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykr coorBeTcTByeT Tpebopanusm HJL

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Raga Ka$ Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonurens
Sl Amit Kumar o
el L A
Reprint Date / Reprint Date / Reprint Date / )
Jata: 16.10.2024 Hara: 16.10.2024 Jata: 16.10.2024

Registered Offica: 8-2-337, Road No 3, Banjara Hills, Hy
Tel: +81 40 4900 2200, Fax: +¢1 4
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

pacTBopa Ajisi mpHeMa BHYTPb, 400 mr+325 mr

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr : H6ykann® Dxenpece (u6ynpoden + napaueramodr), IOPOIIOK A NPUTOTOBJIEHHSI

Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne O0bemM NapTHH 17279.22 eamuny

—

Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AHajuTHyeckuii oTuer Ne JlaTa aHaJIM3a

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npon3BoJCTBA T'open 1o

Analysis performed according ND / Ananus nposenen no HJL: JITI-007239-300721 |

L Ne | Test / IlokasaTean Result / PesybTaThl
| 10 | Microbial limits /
Mukpofnonorudeckasi YHCTOTA NIL CFU/g/
KOE/r

NIL CFU/g /
' KOE/r

Absentper 1 g/
OTtcyTcTBYET B 11

Specification / Hopma

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

OO1ee 4ucno aspobHbIX MUKPOOPraHU3MOB
- e 6osniee 1000 KOE/T.

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

OO1iee YMCIO APONIKEBBIX U IJIECHEBBIX
rpubos - He 6osee 100 KOE/T.

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

11 | Assay / KonnyecrseHHoe
onpeaesieHHe

|
1360.0 mg to 440.0 mg of CisHiO:

- ibuprofen / ubynpogen 400.7 mg (100.2%) /

[ 400.7 mr (100.2%) | (ibuprofen) (90.0 % to 110.0 % of label
 claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
|Cy3H1s02 (ubynmpoden) (ot 90,0 % nmo
| 110,0 % OT HOMHHaJILHOIO COAEPKAHHS) B
| OIHOM MaKeTHKe.
|

- paracetamol / napayemamon 326.6 mg (100.5%) / 292.5 mg to 357.5 mg of CsHoNO:

326.6 mr (100.5%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 Mr

| | CsHoNO, (mapaueramon) (ot 90,0 % 1101
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorBercTByeT TpeboBanusm HJI 3akimoyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Rama Kant [Mpogepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBogurenb

M C>L-/ Amit Kumar /l(?%

Reprint Date / ' Reprint Date / Reprint Date/
Jata: 16.10.2024 Jata: 16.10.2024 Jata: 16.10.2024

Registerad Office: 8-2-327, Road Mo 3, Banjara Hiils, Hydarahad - 59

Tel; 21 40 4900 2800, Fax, 34 4¢
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr Hoykiun” Ixcnpece (nbynpoden + mapageramModt), HOPOIOK s MPHTOTOB/ICHHS

pacTBopa JJIsl pHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2402106 Batch Quantity / :+ 17279.22 units /
Cepust No O0bem napTun 17279.22 enumnn
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AHaJATHYECKHI{ oTUeT No JaTa ananuza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa mpou3BOACTBA T'ogeH o

Analysis performed according ND / Ananus nposegen no HJL: JITI-007239-306721

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

patient information leaflet in
carton pack. / Ilo 5 r B
NakeTHKe U3
KOMOHHHMPOBAHHOTO

MaTepuana (JJaMHHUpPOBaHHAs
oymara/[I1OHI1/amoMunuesas

Ne [ Test / IlokazaTean Result / Pe3yabTaThl [ Specification / Hopma
110,0 % OT HOMHUHAJIBHOTO COAESPXKAHUS) B
OIHOM TaKeTHKe.

12 |Package / YnaxoBka 5 ginasachet of a combination|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 5r B
NaKkeTHKe 13 KOMOMHHPOBAHHOTO
' MaTepHana (1aMuHMpOBaHHas
oymara/II9HI1/antoMmiHueBas
¢onera/IISHIT). Tlo 6 uam 9 nakeTHkos
BMECTE ¢ MHCTPYKLHEH MO NMPUMEHEHHIO B
nayky KapTOHHYIO.

¢onbra/[TOHIT). ITo 9
\ MAKETHKOB BMeECTe c
r MHCTpYyKUUEH no
PUMEHEHHIO B HavKy
i KapTOHHYIO. )
13 ]'Labeling / MapkHupoBKa According to ND. / B cootBerctBuu ¢ HJI.
14 iStorage conditions / Store below 25 °C. / I1pu Te_MnepaType He Bbiwe 25 °C.
XpaHenne
| S =~ _ _ =
15 | Shelf life / Cpok ropnoctu 12 years. / 2 roja.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt cootBeTcTBYET Tpebosanusam HJY

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToprorosiieHo: Rama Kant

Checked by /
I[Nposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens

Amit Kumar S
—

Reprint Date / Reprint Date / Reprint Date/ ¥
Jata: 16.10.2024 Hara: 16.10.2024 Hara: 16.10.2024
Registerad Office: 8-2-337, Road No. 3, Ranjain Hills,

Tel: +91 40 4900

2900, Fox; +81 40 4900

CliN: L8

), Emigil: mail@drres

Hyderabad - 560024, Telangana, india
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : H6ykaun® dxenpece (HGynpoden + napaneramos), NopoUIoK /JIsi HPHTOTOBJICHHS
pacTBOpa [JIsi NpHemMa BHYTpPb, 400 Mr+325 mr

AHaanTHYecKHui oTueT Ne

JlaTa aHanun3a

Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne O6bem napTum 17279.22 envuun
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024

Date of Manufacture / : 09/2024
JlaTa npon3BoACTBA

Tonen go

Date of Expiry / : 08/2026

Analysis performed according ND / Ananu3s nposenen mo HJI: JIII-007239-300721

API name / Hanmenosaune A®C:

Ibuprofen sodium dihydrate /
Hbynpodena HaTpus Jruapar

Paracetamol / [1apaueramon

npoussoauteis I'ID:

INN / MHH: Ibuprofen / Mbynpoden Paracetamol / [lapauetamon
API manufacturer batch number / SB2F0004 APAP/24040591
Homep cepun nponssoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cybcTannuu FEQA00628 FERA00433

API Manufactured by & country /
 Tpoussoauteab ADC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiiwn, CILIA

Granules India Limited, India /
["panynec Mnaus Jinmnren, Muaus

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT coorBeTcTByeT Tpebopanusm HJI

Conclusion :
3akmouenne: OJOGPEHO

APPROVED /

e

Prepared by / Checked by /
[ogrorobncio: iaamu ICant [poncpeno: Pardecp Kumar

DL/_ Amit Kumar

Approved by: Manager/Executive /
Onobporo: Monomicop / PyrxonoanTonL

JANRS—

Reprint Date / Reprint Date /
Hara: 16.10.2024 Hara: 16.10.2024

Reprint Date /
Hara: 16.10.2024

Registarad Office: 2-2-337, Road Mo 3, Banjara Hills, Hyderabad - 500034, Telan;

Tel: +81 40 4400 2900, Fax: +41 40 4501 2999, Emails mai
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