@e
Dr.Reddy’s ‘_%‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoAaykT H6ykmun® Dxcnpece (16ynpoden + mapameramMost), NOPOLIOK AJIst IPHIOTOBJIEHHS
pacTBopa Aas npHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2402351 Batch Quantity / : 25846.33 units /
|Cepsig Ne O6beM nmapTun 25846.33 eannuy, |
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AHaJIMTHYECKHH oT4eT No JlaTa ananusa

Date of Manufacture / : 11/2024 Date of Expiry / : 1072026

JlaTa npon3BoacTBA Tonen xo

Analysis performed according ND / Ananu3 nposeged no HJI: JIII-007239-300721 N

Specification / Hopma

Ne _‘ ~ Test / Ilokazatens Result / PesyabTaThl
1 ‘Description/OnncaHne White powder, with a
. characteristic odor. /

[lopomox 6enoro upera ¢
XapaKTepHbIM 3aMaxoM.

White to off-white powder, with a
characteristic odor. / [Topouwiok ot 6enoro
O MouTH 6€ioro 1BeTa, € XapaKTEPHbIM
3aMaxoM.

2 |Reconstituted solution / Colourless solution with a characteristic
' BoccranoBsieHHbIi pacTBOp Colourless solution with a| odor shall be observed, may have small
| characteristic odor, with small | amount Ouf suspended  particles. /

- appearance / onucamue | amount of suspended becuBeTHBI pacTBOpP ¢ XapakTepHbIM
i _ | 3anaxoMm, ¢ BO3MOXHBIM COJep>KaHHEM
particles. /  BeCUBETHBIH | o5 niinoro  kommuecTBa  B3BEIEHHBIX
pacTBOp € XapaKTepHBIM | yacryy,
3amaxoM, ¢  HeOOoNbLIUM
KOJNIMYCCTBOM — BIBCHICHHBIX
HacTull. I
Ne | Test / IlokasaTeinn Result / Pe3yabTaThbI Specification / Hopma _
- Color of the solution / I Complies / Color intensity of the solution does not‘
HGEMHOCHb COOTBETCTBYET exceed color intensity of reference
standard Bo. / PacTBOp nOMmkeH 6bITI>|
| OkpaileH He 0osiee HHTEHCHUBHO, YEM
[ 3tanoH Bo. )
3 |Dissolution time / | 01 min10sec/01 mun 10 cex | Not more than 5 min. / He 6osee 5 MuH.
Bpemsi pacTBopenust ‘

Remarks : The Product confirms to ND/

Ipnmetanne: Ilponykr coorBercTByeT TpedoBaHisM HJI

Conclusion : APPROVED /
Sarioienne: OJOBPEHO

Prepared by /
INoarorosneno: Pardeep Kumar

Checked by /
[Tposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTtenb

) Amit Kumar St
Reprint Date / Reprint Date / | Reprint Date /
Hara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
HpoAykr : W6ykaun® Ixenpece (abynpodeH + napaueramolr), OPOLIOK JJisi NPHTOTOBJIEHHSI
pacTBOpa AJs npueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2402351 Batch Quantity / : 25846.33 units /
Cepns Ne O6beM mapTHH 25846.33 enunun
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AHaJuTHyecknii oTuer Ne JaTta aHau3a
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npon3BoacTBa I'open no

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

Ne | __ Test / Iloka3zaTenn | Result / Pe3yabTaThl _ Specification / Hopma il

4 |pH of solution / pH pacTBOpa I 6.7 5.8t07.8./0t 5,8 no7,8.
5 [Identification / IloqsinHHOCTH Complies / The retention times of the main peaks in
A) by HPLC / BJKX CooTBeTCTBYET the chromatograms qf test solutions should
correspond to those in the chromatograms
— Ibuprofen / ubynpogen of reference standards solution (Assay
section). / BpeMst yaepHBaHHU I OCHOBHBIX
~ Paracetamol / napayemamon NMKOB HAa XPOMATOrpamMMax I/ICHLITyeMbIXI
pPacTBOPOB  JIOMKHBI ~ COOTBETCTBOBATh
BpeMeHaM yAEpPKUBAHHSA
COOTBETCTBYIOLIUX OCHOBHBIX NHKOB Ha|
XpoMarorpaMmax pacTBOpa CTaHAAPTHBIX
ofpariinr  (paznen  «KonwyecTreHHoe

| onpeneneHne).

'B) by HPLC-UV / BIXXX-Y® Complies / When carrying out the "Assay" test, the
CooTBeTcTBYET UV spectra of the test solutions should
= Ibuprofen / ubynpoden g correSpond to those of ibuprofen and

paracetamol standard solutions. / Ilpu
npoBeeHHH TecTa «Konu4ecTBEHHOE
onpeaencHue» Y ®-coeKTprl HCIBITYEMbIX
pacTBOPOB JOKHBI COOTBETCTBOBATh Y O-
CIEKTpaM  CTaHAAPTHBIX  PacTBOPOB
ubynpodena u napaleraMmona.

— Paracetamol / napayemamon

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeyanne: IIponykt cooTBeTcTBYET TpeboBanusam HJI 3axmouyenue: OJJOBPEHO

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

[lonrotosneno: Pardeep Kumar | Ilposepeno: Pawan Kumar Onobpeno: Meremxkep / PykoBoautensb
Amit Kumar S

(\f = :_"(-.__ /
Reprint Date / Reprint Date / / Reprint Date / |
Hara: 30.11.2024 JHara: 30.11.2024 Hara: 30.11.2024




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT Hoyxan® Dxenpece (nbynpoden + napaneramMmost), NOPOLIOK AJS NPHIOTOBJCHUS

pacTBopa Ajs IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2402351 Batch Quantity / : 25846.33 units /
CepMa No O0beM NapTHH 25846.33 exnHul
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AnaJiutHadyecKHii oryer Ne JlaTa ananuza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JaTa IpousBoacTBa T'open 1o
_Analysis performed according ND / Ananns nposeaen no HJI: JIII-007239-300721 ]

Specification / Hopma

Particle size less than 2 mm — not less
than 95 %; / UacTul pazmepoM MeHEe

Particle size less than 0.25 mm —not less
than 60 %. / yacTuL pa3MepoM MeHee

|Not more than 8.0 % w/w. / He Gonee

Individual unidentified impurity - not more
HenAeHTH(OHLUHPOBAHHAS IPUMECD - HE

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

. Ne I___ Test / IlokazaTenb Result / Pe3yabTaThl
6 [Particle size / Pasmep yacTun 100 %
2 MM — He Meltee 95 %;
97%
0,25 MM — He MeHee 60 %.
7 |Water/ Boaa 53%
8,0 %.
8 [Related substances / R
PoxcTBeHHBIE IPAMECH
~ibuprofen / ubynpoger Below LOQ (LOQ=10.04 %) / Huxe
| npeaesna KOJIM4ECTBEHHOTO |than 0.15 %. / EnuHn4Has
onpenenenus (ITKO = 0.04 %)
Gonee 0,15 %.
Below LOQ/ Hwxe npeaena
KOJTHYECTBEHHOI'O OMPEACTICHHUSA
- paracetamol / napavemamon Below LOD (LOD =0.01 %)/ Hixe [Impurity K - not more than 0.15%. /
npenena obxapysxenus (IO = 0.01 [Tpumecs K - ve Gonee 0,15 %.
| - %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanne: IIpoaykT coOTBETCTBYET TpeboBanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Pardeep Kumar | IIposepeHo: Pawan Kumar Onobpeno: Menensep / PykoBoauTeb
(_\(/ Vi Amit Kumar = 3
~ el - K /\k/ /
Reprint Date / Reprint Date / Reprint Date / Y
Hata: 30.11.2024 JHara: 30.11.2024 Hara: 30.11.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpolykT H6ykaun® Dxcnpece (ubynpoden + napaueramod), 10poOMIOK [Jisi IPHTOTOBJICHHST

pacTBOpa 1Js1 IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2402351 Batch Quantity / : 25846.33 units /
Cepus Ne O0beM mapTun 25846.33 equHull
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
Anajuaruyeckuii oTueT Ne Jlara anaamsa
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA I'open oo

Analysis performed according ND / AHales s mposeaeH no HJI: JII1-007239-300721

N Test / Iloxasaresb Result / Pe3yabTaThbl Specification / Hopma
Below BDL / Hinke nopora [ndividual unidentified impurity - not
perycTpauru more than 0.10%. / EquHnynas
HeuaeHTHGUUUpOBaIIIas MpHMech - He
Below BDL / Huxe nopora oonee 0,10 %.
perucTpaumm Total impurities - not more than 0.5%. /
| - Cymma npumecei - e 6osee 0,5 %.
9 Uniformity of dosage units /
O Acceptance value (AV) should not be
more than 15.0. / [lokazarens
- tbuprofen / uoynpodpen 2.1 npueMIeMOCTH (AV) IOMKEH ObITh HE
bonee 15,0.
Acceptance value (AV) should not be
) 27 more than 15.0. / [Toka3arens
[ paraceramol/ Hapauemayon npremnemMocty (AV) qomkeH ObITh He
| 6onee 15,0.
10 | Microbial limits / NIL CFU/g/ a) Total aerobic microbial count - not
MukpobGuonornyeckas Y4HCTOTA KOE/r more than 1000 CFU/g. /
Ob6uee YUCIIO a’poOHBIX
MHKpoOprann3mos - He 6osee 1000 KOE/T.
NIL CFU/g/ b) Total combined yeasts and mould
KOE/r - not more than 100 CFU/g. /
O0uee 4UCNIO APOXIKEBBIX U INIECHEBBIX
' rpnbos - He 6onee 100 KOE/T.
| Absent per 1 g/ c) Escheri.chi'a coli. - shall be absent per 1
¢./ Escherichia coli - orcyTcTBHe B 1 T.
| OrtcyTcTByeT B 1r

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanmsm HJI 3axkmouenue: OJIOBPEHO

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

IToarotoeneno: Pardeep Kumar | [Iposeperno: Pawan Kumar Onobpeno: Menepkep / PykoBoauTe b
i ) ﬁ Amit Kumar /\/ %

Reprint Date / Reprint Date / Reprint Date/ ¥

Hara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

|- paracetamol / napayemamon

311.6 mg (95.9%) / (paracetamol) (90.0 % to 110.0 % of label
311.6 mr (95.9%) claim) per sachet. / Ot 292,5 Mr no

CEPTUDOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpodykr : H6yknun® Dxenpece (uGynpoden + napaneramo), HOPOUIOK AJIs IPHTOTOBJIEHHUS]
pacTBOpa AJ5 IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2402351 Batch Quantity / : 25846.33 units /
Cep#Hia No Obbem napTuu 25846.33 ennunl
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AHaJlTHYecKHil oTyeT Ne HMara aHanuza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
Jlara npou3BoACTBA I'open no |
Analysis performed according ND / Ananus nposenen no HJI: JIII-007239-300721 - B
NQ__ Test / Ilokazatens Result / PesynbraTsl Specification / Hopma
11 | Assay / KosinuecTBeHHOE
ompenaeieHHe
- ibuprofen / ubynpoen 400.7 mg (100.2%) / 360.0 mg to 440.0 mg of C;3H;30:
' 400.7 mr (100.2%) (ibuprofen) (90.0 % to 110.0 % of label |

claim) per sachet. / Ot 360,0 Mr no
440,0 mr  Ci3Hi302 (ubynpoden) (ot
90,0 % nmo 110,0% OT HOMHMHAJIBLHOIO |
colepaHusi) B OHOM MaKETHKeE.

2925 mg to 357.5 mg of CsHyNO,

357,5mr CsHoNO» (mapaueramon) (oT
190,0% no 110,0 % OT HOMHHANBLHOIO
Icozlep»(am/m) B OZIHOM TTaKeTHKe.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt coorBeTcTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarotosneno: Pardeep Kumar

Checked by /

ITporepeno: Pawan Kuimar
p

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonurens

Amit Kumar R
A(r/

Reprint Date /
Jara: 30.11.2024

e
Reprint Date/
Jara: 30.11.2024

Reprint Date A
Jara: 30.11.2024




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
MpoAykr : Hoykaun® Dkenpece (nbynpoden + napaneTamodr), HOPOUIOK sl IPHTOTOBJICHHS

pacTBOpa AJsi APHEMa BHYTPb, 400 mr+325 mr |
Batch No. / 1 V2402351 Batch Quantity / : 25846.33 units /
Cepus Ne O6bem napTun 25846.33 egunun
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AnaJluTHYecKHH oT4yeT Ne JlaTa ananusa
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npou3BoacTBa I'open no |

Analysis performed according ND / Ananns nposeaen no HJI: JI1-007239-300721

- Ne | Test / IlokazaTenn Result / PesynbTaThl Specification / Hopﬂ_ !
12 |Package / YnakoBka 5 g in a sachet of a combination |5 g in a sachet of a combination material

| material (laminated | (laminated paper/LDPE/aluminum

paper/LDPL/aluminum foil/LDPE). 6 or 9 sachcts and patient

foil/LDPE). 6 sachets and |information leaflet in carton pack./ITo5r
patient information leaflet in|B mnakeTHke H3 KOMOMHHMPOBAHHOIO
carton pack. / ITo 5 r B nakeTuke | MaTepuana (nmaMuUHUpOBaHHAas
u3 xoMOuHipoBanHoro | 6ymara/[I1OHI/antom1unuesas |
matepuana (mamunupoanHas | ponsra/[IOHII). ITo 6 wm 9 naketuxos
oymara/[IOHIl/anromiHyueBas | BMECTe ¢ HHCTPYKLHEH MO IPUMEHEHHIO B
donsra/I[I3HIT). ITo 6 | HauKy KapTOHHY!IO. '

TIAKETHKOB BMECTe c
HHCTpyKIeHd Mo NpUMEHEHHIO
B 124Ky KapTOHHYIO.
13 |Labeling / MapkupoBka | According to ND. /B COOTBCTCTI;HI/I c HJL.
"~ 14 |Storage conditions / ‘Store below 25 °C. / Ipu Temnepatype He Beiwe 25 °C.
XpaHeHue
15 | Shelf life / Cpok roqnoctn 2 years./ 2 roga. B
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [TponykT cooTBeTCTBYET TpeboBanusam H/I 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Execulive /
IToarotoeneno: Pardeep Kumar | Ilposepeno: Pawan Kumar Onobpeno: MeHemkep / PykoBonuTens
{- Amit Kumar e
L ‘/\-f il
Reprint Date / Reprint Date / Reprint Date/ ¥
Hara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : H6eykaun® Dxenpece (ubynpodeH + mapaneramour), NOPOLIOK JJisi IPUTOTOBJICHHSI
pacTBOpa sl NpHeMa BHYTpPb, 400 Mr+325 mr

Batch No. / : V2402351 Batch Quantity / : 25846.33 units /
Cepus Ne O6beM mapTHu 25846.33 eaunul
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AHauTHYECKHIT oTUeT No Hara anaanza
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2026
JaTta npou3BoACTEA T'onen go
| Analysis performed according ND / Ananus nposegen no HJI: JIII-007239-300721 -

API name / HaumeHnoBanne APC: Ibuprofen sodium dihydrate /

Paracetamol / [1aparieramon

HGynpodena HaTpust AUruaApaT

INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [Tapaiieramon
API manufacturer batch number / SB1F0029 APAP/24091293
Homep cepun nponspogutensi ADC:
FP Manufacturer API Batch number /
Homep cepun cyGeTaHIIUH FERA00596 FERAQ0538
npounssoautens I'JIM:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIpouseoaurens ADC, cTpaHa: BAC® Kopnopeiin, CI1IA I'panynec Wnaug Jinmuren, Unaug

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: [poaykT coorBeTcTBYET Tpebopanusm HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoxarorosnero: Pardeep Kumar | ITposepero: Pawan Kumar Onobpeno: Menemxep / PykoBoauTenb
Amit Kumar N B
C:l"‘r""_f._— 4; J\/ —
Reprint Date / Reprint Date / ' Reprint Date / |
Jarta: 30.11.2024 Hara: 30.11.2024 Jara: 30.11.2024




