Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykr U6yxann® Dxcnpece (ubynpoden + napaneramos), NOpomIoK AJisi IPHroTOBJIEHHS

pacTBopa JJIf npHeMa BHYTPb, 400 Mr+325 mr |
Batch No. / : V2401999 Batch Quantity / : 17162.22 units /
Cepus Ne O0beM napTuu 17162.22 eaunun
Analytical Report No. / : 040002683559 Date of Analysis / : 15.10.2024
AHAuTHYECKHI oTueT No JlaTa ananusa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npousBoJcTBa I'open no

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

Specification / Hopma ]

Ne Test / IlokazaTenn f Result / Pe3yabTathl S|
1 |Description / Onucanue White powder, with a|White to off-white powder, with a|
characteristic odor. /| characteristic odor. / [lopomiok ot Genoro
[Topowok 6enoro wuBera c| A0 MOYTH OENOTO LBETA, C XapaKTEpPHLIM
XapaKTepHbIM 3aMaXoM. 3aMaxom.
2 | Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHoBJIeHHBIIT pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended amount of suspended particles. /
- appearance / onucanue particles. /  becuserHeblii| becuBeTHblif pacTBOp ¢ XapakTEpHbIM
pacTBOp €  XapaKTEpHbIM | 3allaXOM, C BO3MOXHBIM COJEPKaHUEM
3anaxoM, ¢  HeOONMblUMM | HEOONBIIONO KONHYECTBA  B3BELUEHHBIX
KOJIHYECTBOM  B3BELIEHHbBIX | YACTHLI.
YaCTHLL |
[ Ne Test / ITokazaTens Result / Pe3ysabsTaTthl Specification / Hopma
- Color of the solution / Complies / | Color intensity of the solution does not |
| ugemmuocmo CooTBeTcTBYET exceed color intensity of reference standard
By. / PactBOp mo/keH ObITh OKpallieH He
B GoJiee HHTEHCHBHO, YeM 3TaloOH Bo.
3 |Dissolution time / 01 min 12 sec / 01 mun 12 cex | Not more than 5 min. / He Gonee 5 MiH.
| Bpems pacTBopeHns |
4 | pH of solution / pH pacTtBOpa 6.4 5.8t07.8./015,8 107,8.
|

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogyKT COOTBETCTBYET

TpedoBauusm HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Hara: 15.10.2024

Hara: 15.10.2024

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

Iloarorosneno: Pardeep [Iposepeno: Pawan Kumar Opnobpeno: Menemxep / PykoBoauresb

Kumar g Amit Kumar C—
t.—‘:.,ﬁ—"__'. /&.’ :/

Reprint Date / Reprint Date / Reprint Date/  V

Hara: 15.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponykr : Hoywkmun® Ixenpece (ubynpoden + napaneramon), HOpPOIIOK AJISI NPHIOTOBACHHN

PacTBOpA AJis IpHEMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401999 Batch Quantity / : 17162.22 units /
|Cepus Ne O0bem napTuu 17162.22 enunny
Amalytical Report No. / : 040002683559 Date of Analysis / : 15.10.2024
AHanuTHYecKHi oTyeT No Jara anannsa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa nmponssoacrea I'ogen go

Analysis performed according ND / Anaaus nposeen mo HJL: JITI-007239-300721

[ N | Test / IloxazaTes | Result / PesyabTaTer | _Specification / Hopma |
5 [Idcntification / TlopanHHOCTL Complies / The retention times of the main peaks in the
1) by IIPLC / BIKX CoorseTcTRyeT chromatograms of test solutions should
correspond to those in the chromatograms of

|= Ibuprofen / ubynpoghen reference  standards  solution (Assay

‘ ‘ section). / Bpems ynepkMBaHUS OCHOBHBIX
-~ Paracetamol / napayemamon MUKOB HA XpPOMAaTOrpaMMax MCIBITYEMbIX
pacTBOPOB  AOKHBI  COOTBETCTBOBATH

BpeMeHaM YAEpKHBaHHUS

‘ COOTBETCTBYIOILUX OCHOBHLIX MMKOB Ha

' XpomaTorpamMmax pacTBOpa CTaHIapTHBIX

‘ obpasuoB  (pasmen  «KosnmuvecTBeHROE
OfpeseneHney).

B) by HPLC-UV / BIKX-Y @ Complies / When carrying out the "Assay" test, the

CootBeTcTBYET UV spectra of the test solutions should
= lbuprofen / ubynpogen ' correspond to those of ibuprofen and
— Paracetamol / napauemamon paracetamol standard solutions. / Hpu

nposenieHnn  Tecta  «KosiMuecTBeHHOE
onpezneneHue» YD-CeKTpbl HUCHBITyEMbIX
PacTBOPOB JOMKHBI COOTBETCTBOBATL Y -
ClIEKTpam CTaHJAPTHBIX pacTBOpOB
HOynpodeHa 1 napaleramona.

| |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumedanne: TpoaykT COOTBETCTBYET TpeGOBaHHAM HA 3akmouenne: OQJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep IIpoBepeHo: Pawan Kumar Onobperno: MeHemxep / PykoBoguTens
Kumar y: CF/ Amit Kumar s

1 P A=
Reprint Date / Reprint Date / ' Reprint Date / !
Hata: 15.10.2024 Hara: 15.10.2024 JHara: 15.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A
[P—roduct : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg N
Hponyxr : W6eykaun® Ikenpece (uGynpoden + napaneramo), NopomioK AJsi NPHTOTOBJIEHHS
pAacTBOpa AJIsl IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401999 Batch Quantity / : 17162.22 units /
Cepus Ne Odnem napruu 17162.22 eamnuny,
Analytical Report No. / : 040002683559 Date of Analysis / : 15.10.2024
AnanuTHdyecKHi oTder No JlaTa ananau3za
Date of Manufacture / : 09/2024 Date of Expiry/ : 08/2026
JlaTa npou3BojcTBa I'oaen no

Analysis performed according ND / Anaau3 nposenen mo HJL: JII1-007239-300721

Ne Test / Iloka3zartesn Result / PesyabTaTbl Specification / Hopma
6 [Particle size / Pazmep yacrui 100 % Particle size less than 2 mm — not less
than 95 %; / YacTul pa3MepoM McHCC 2 MM
— He MeHee 95 %;
94 % Particle size less than 0.25 mm — not less
than 60 %. / yacTul pazMepoM MeHee
|0,25 MM — He MeHee 60 %.
|
| 7 [Water/ Bona 5.2% Not more than 8.0 % w/w. / He Gozee 8,0 %.
8 |Related substances /
PoficTBeHHbIE TPUMECH
- ibuprofen / ubynpoghen 0.04% ?Individual unidentified impurity - not more
than 0.15 %. / Exnauunas
HeuleHTU(PUIIPOBaHHAs TPUMECH - HE
donee 0,15 %.
0.04% Total impurities - not more than 0.5%. /

Cymma npumeceii - He bonee 0,5 %.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Jara: 15.10.2024

Hara: 15.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep [Tpoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykooautenb
Kumar / Amit Kumar .

. S A=
Reprint Date / Reprint Date / Reprint Date / {

Jara: 15.10.2024




Dr.Reddy’s “!‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr U6yknun® Ixcnpece (mGynpoden + napaneramon), NOPOLIOK AJIst NPHFOTOBICHIISE

pacrBopa AJist IpHeMa BHYTPE, 400 Mr+325 mr
Batch No. / : V2401999 Batch Quantity / : 17162.22 units /
Cepus Ne O6beM napTuu 17162.22 eayviunn
Analytical Report No. / : 040002683559 Date of Analysis / : 15.10.2024
AHAIMTHYeCKHH oTgeT No JlaTa ananu3sa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa nmpous3BoacTBa Togen g0
Analysis performed according ND / Ananus nposeaen no HJ: JIIT-007239-300721

| Ne [

Test / IToka3zarenn

 Result/ PesyabraTnbl

Specification / Hopma

- paracetamol / napayemamon

Uniformity of dosage units /
OanopoaHOCTD 103HPOBAHUSA

- ibuprofen / udynpodhen

- paracetamol / napayemanmon

Below LOD (LOD = 0.01 %) /
Hioke npenena obnapysxxeHus
(ITO =0.01 %)

Below LOQ (LOQ = 0.04 %) /
Hiuke npenena
KOJIH4ECTBEHHOTO
onpeaeneHus (IIKO = 0.04 %)

Below LOQ/ Huxe npeaena
KOJIHUECTBEHHOr O
onpeaeneHus

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

Individual unidentified impurity - not more
than 0.10%. / EnnHnunas
|HenaeHTHhHIUPOBAHHAS TIPHMECH - HE
‘c’)onee 0,10 %.

Total impurities - not more than 0.5%. /
CymMa npumecetii - He 6oiee 0,5 %.

1.6

2.1

Acceptance value (AV) should not be more
than 15.0. / [lokazaTtenb nipueMIeMoCTH
(AV) nomxkeH 6b1Th He Gonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / Ilokazarens npuemMaeMocTH
(AV) nosmxeH 6bITh He Hogee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanuam HJT 3akiaouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexno: Pardeep IIpoBepeHo: Pawar)l Kumar Onobpeno: Menemxkep / PykoBoauTeNb
Kumar : ' Amit Kumar < U

(31/7 —‘%v- ‘/¥~y
Reprint Date / Reprint Date / Reprint Date / '
Jara: 15.10.2024 Jara: 15.10.2024 Hara: 15.10.2024




D

r.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoayktr : HWoykaun® Dxenpece (abynpoded + napaneramo.t), HOPOLUIOK Jisi IPUTOTOBJIEHHS
pacTBopa AJjs npHemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2401999 Batch Quantity / : 17162.22 units /
Cepus Ne O6beM mapTuu 17162.22 enuHul
Analytical Report No. / : 040002683559 Date of Analysis / : 15.10.2024
AHaanTHYecKHi oTuyeT No JlaTa anajau3za
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npou3BoAcTBA T'ogen no

Analysis performed according ND / Ananus nposenen o H/I: JITI-007239-300721

Ne | Test / Ilokazarenb

Result / Pe3yabTaThl

11 _I_Assay / KonuuectBenHoe |

10 | Microbial limits /
Mukpo0uogornyeckas Y4ucToTa

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcyTeTByeT B 1r

Specification / Hopma

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

Ob111ee YKCNo a3pOoOHBIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/r.

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

OO01Iee YHCIIO JPOXOKEBBIX M TUIECHEBBIX
rpuboB - He 6oniee 100 KOE/T.

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

onpejaesieHHe
- ibuprofen / ubynpoghen

- paracetamol / napayemamon

401.5 mg (100.4%) /
401.5 mr (100.4%)

327.0 mg (100.6%) /
327.0 mr (100.6%)

360.0 mg to 440.0 mg of Ci3HisO2
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 5o 440,0 Mr
Ci3H 150, (ubympoden) (ot 90,0 % 1o
110,0 % OT HOMMHAJIBHOTO COACPXKAHUS) B
OJIHOM TaKeTHKeE.

2925 mg to 3575 mg of CgHoNO:|
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / OT 292,5 mr 5o 357,5 Mr I
CsHgNO; (mapaneramon) (ot 90,0 % ﬂﬂ

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykt coorBercTBYeT TpeOoBaHusM HJI

Conclusion : APPROVED /
3axkaroyenne: OJOBPEHO

Prepared by / Checked by /

Kumar Qi”"

Ioaroroeneno: Pardeep [Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBonurenb

Amit Kumar /><"\ |
/

Reprint Date / Reprint Date /

Hara: 15.10.2024 Hara: 15.10.2024

Reprint Date /
Jata: 15.10.2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykTr Noykmnn® Dxenpece (nOynpoden + mapaneramod), NOPOLIOK A/isi IPHIOTOBJIEHHS
pacTBopa [Jisl IpueMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401999 Batch Quantity / : 17162.22 units /
Cepus Ne O6beM napTHH 17162.22 equuny |
Analytical Report No. / : 040002683559 Date of Analysis / : 15.10.2024
AHaJInTHYeCKHi oTyeT No JlaTa aHaau3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npousBoacrsa Tonen no
Analysis performed according ND / Anaau3 nposeaen no HJI: JII1-007239-300721
Ne | Test/ onﬁﬁeﬁ 1 Result / PesyibTaThl Specification / Hopma _
| | 110,0 % OoT HOMHHAIBHOIO COAEPKAHIIS) B |

i OJIHOM TaKeTHKE.
| 12 |Package / Ynakoska 5 ginasachet 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. / Ilo 5 r B
MaKeTHKE u3
KOMOHWHHPOBAHHOIO
MaTepuana (JJaMHHHUpPOBaHHas
oymara/[19HI/antomMuHneras
donsra/I[19HII). o 9

(laminated

foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./Ilo5rB

TTaKETHKE
Marepuaia

Oymara/[19HI/anoMuHIeBas
donera/I[IOHIT). Ilo 6 unu 9 nakeTHkos
BMECTe C MHCTPYKLHEH M0 NPUMEHEHHIO B
NayKy KapTOHHYIO.

paper/LDPE/aluminum

H3 KOM6I/IHHpOBaHHOFO
(ﬂaMI/IHHpOBaHHaH

15

XpaHeHHe

Shelf life / Cpok roguoctn

2 years. / 2 roaa.

| IAKETHKOB BMECTe c
| aHCTpYKUMEH no
NIPUMEHEHHIO B navky
KapTOHHY!O.
13 |Labeling / MapkHpoBKa According to ND. / B coorsetcTenu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / Ilpu Temnepatype He Bbue 25 °C.

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT coorercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3aknwyenne: O/IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Pardeep [Tpoeepeno: Pawan Kumar Onobpeno: Menenxep / PykoBoauTenb
Kumar . Amit Kumar b
Reprint Date / Reprint Date / Reprint Date /

Hara: 15.10.2024 Hara: 15.10.2024 Hara: 15.10.2024




Dr.Reddy’s Qf’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), pow_d_er for oral solution, 400 mg + 325 mg
IIponykTt U6yknun® Dxenpece (uGynpoden + napaneramo.t), NOPOINOK st APHIOTOBICHUS
pacTBOpa JJIs NnpueMa BHYTpb, 400 mr+325 mr |
Batch No. / : V2401999 Batch Quantity / : 17162.22 units /
| Cepusi Ne O0nem mapTuu 17162.22 envinun
Analytical Report No. / : 040002683559 Date of Analysis / : 15.10.2024
AHAIMTHYeCKHH oTUeT No Jarta ananuza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa mpou3BoAcTBA I'ogeH ao
Analysis performed according ND / Ananus nposegen no HJ: JITI-007239-300721

API name / Haumenosanue A®C:

Ibuprofen sodium dihydrate /
H6ynpodena HaTpHs AUTHAPAT

Paracetamol / [1apaneramon

npoussopurtens I'JID:

INN / MHH: Ibuprofen / M6ynpodex Paracetamol / [Tapaueramon
API manufacturer batch number / SB2F0004 APAP/24040591
Howmep cepun npoussogurenss ADC:

FP Manufacturer API Batch number /

Homep cepuu cy6cTanuun FEQA00628 FERA00433

API Manufactured by & country /
Iponssoauteap APC, crpana:

BASF Corporation, USA /

BAC® Kopnopeiin, CIIA

Granules India Limited, India /
['panynec Mnaus Jiumuren, Uuauns ‘

Remarks : The Product confirms to ND/
IIpumedanne: IIpoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
INoarorosnexo: Pardeep

Checked by /
IIposepeno: Pawan Kumar

9"

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesn

Amit Kumar N
/&w%

Kumar ‘
Ci——-—'r
Reprint Date /

Jlata: 15.10.2024

Reprint Date /
Hara: 15.10.2024

Reprint Date / '

Hara: 15.10.2024

wnvarreddys com




