Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

Ne

1 |Description / Onncanue

| White  powder,
characteristic
[Topowok ©Oenoro

odor.

XapaKTECPHBIM 3aMaxoM.

CEPTU®HUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxkr N6yknnn® Dxenpece (abynpoden + mapaueramor), NOPoOIIOK AJIsi NPHTOTOBJIEH S
pacTBopa AJs npHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2500010 Batch Quantity / : 25846.33 units /
Cepus Ne O6bem napTun 25846.33 eanHuUL
Analytical Report No. / : 040002787621 Date of Analysis / : 24.01.2025
AHa/mTHYecKHii oTyeT Ne JlaTa apanusza
Date of Manufacture / :12/2024 Date of Expiry / : 11/2026
Jata npoussosicTsa T'ogen o -
Analysis performed according ND / Ananus nposesen mo HJL: JITI-007239-300721 -
Test / [oka3zarean Result / PesyabTaTel | Specification / Hopma i

with a|White to off-white powder, with a
/| characteristic odor. / ITopowok ot 6enoro
¢| MO ToUTH GENoro 1BeTa, ¢ XapakTepHbIM
3anaxom.
|

L BeTa

2 |Reconstituted solution /
BoccraHoBeHHBII pacTBOP

Colourless solution with a odor shall be observed, may have small

characteristic odor, with small | 3mount

Colourless solution with a characteristic

of suspended particles. /|

BeciiBeTHBIi pacTBOp € XapaKTepHBIM|

- appearance / onucanue TGt of suspended
) _| samaxom, ¢ BO3MOXHBIM COAEpPKAHHEM
| particles.  /  BecusetHbi HeOOJBIIOrO KOJMYECTBA  B3BEILIEHHbIX |
| pacTBOp € XapaKTEPHbBIM | yacrpiy, [
3amaxoM, ¢  HeDOJBIINM
KOJNIMYECTBOM  B3BELIEHHBIX
| YaCTHULI.
[ Ne _ Test / ITokazarenn Result / PesynbTaTh! | Specification / Hopma
|- Color of the solution / ~ Complies / Color intensity of the solution does not
HBEMHOCD COOTBETCTBYET | exceed color intensity of reference

3 | Dissolution time /

| Bpemsi pacTBOpeHHsl

01 min 08 scc/ 01 muu 08 cex

standard Bo. / PacTBOp nHOmXKEH OHITH
okpailleH He OoJjiee HHTEHCHBHO, YeM
| 3Tanou Bo.

Not morc than 5 min. / He 6osiee 5 ML

Remarks : The Product confirms to ND/
IIpumeyanue: ITpoaykT cooTBeTCTBYeT TpeboBaHusm HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /

IToarorosneHo: Pravesh Rjna
r

Checked by /
[Iposepeno: Santosh Kumar

Maurya @

&

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

Amit Kumar S
e

Reprint Date /
Jlara: 24.01.2025

Reprint Date /
Jata: 24.01.2025

Reprint Date /
Jlara: 24.01.2025




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Npoaykr : Hoykauu® Dxcenpece (MOynpodeH + napaneramos), NOPOMIOK A/t IPHTOTOBJICHUS
pacTBOpa AJis pHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2500010 Batch Quantity / : 25846.33 units /
Cepusi Ne O0bem mapTun 25846.33 enunny,
Analytical Report No. / : 040002787621 Date of Analysis / : 24.01.2025
Apanuradeckuii oryer Ne JlaTa aHaH3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa NpoH3BOACTBA T'onen no
Analysis performed according ND / Ananu3s nposeaen no HJI: JII1-007239-300721
W_ = Test / IToka3zarenn Result / PesyabTaThl Specification / Hopma ]
4 |pH of solution / pH pacreopa 6.8 5.81t07.8./0T15,8 no7,8.
5 Identification / IloaiHHHOCTH Complies / The retention times of the main peaks in
: ) by HPLC / BIKX CooTBeTcTBYET the chromatograms qf test solutions should
correspond to those in the chromatograms
\— Ibuprofen / ubynpogen of reference standards solution (Assay
section). / Bpemsi ynep>XHBaHHs1 OCHOBHBIX
~ Paracetamol / napayemavon | MUKOB Ha XPOMATOrpaMMax HCIBITYEMBIX
| pacTBOPOB  JOJKHBI  COOTBETCTBOBATH
BpCMEHaM YAepKHBaHH:A

COOTBETCTBYIOILIHX OCHOBHBIX NMHKOB Ha
XpOMaTorpaMMax pacTBOpa CTaHAAPTHAIX
obpasioB  (pasgen  «KonuuyecTBEHHOE

- - OIIPE/IETICHHEY).
B) by HPLC-UV / BOXKX-Y® , Complies / When carrying out the "Assay" test, the|
CooTBeTCTBYET UV spectra of the test solutions should
I~ Ubsiprofenl aoyapojien correspond to those of ibuprofen and

paracetamol standard solutions. / Ilpu
npoBeneHun Tecta  «KonmvecTBeHHOE
onpefeneHuey Y @-CriekTpsl HCIBITYEMBIX
PacTBOPOB JOJKHBI COOTBETCTBOBATL Y -
CMEKTpaM  CTAaHJAPTHBIX  PacTBOPOB
ubynpodeHa u napaueTamoa.

— Paracetamol / napayemamon

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

Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam H/I 3akmiouenne: OJJOBPEHO

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

[Noxrorosnero: Pravesh Rana [Tposepeno: Santosh Kumar | Onobpeno: Meneiukep / PykoBoauTens

P f Maurya @1\ Amit Kumar P

[

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.01.2025 Hara; 24.01.2025 Jlara: 24.01.2025




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr Ho6ykmun® Dxcnpece (a6ynpoden + napaneramod), NOPoINOK AJIs PHTOTOBJIEHUs
pacTBopa Ajs IpHeMa BHYTphb, 400 mr+325 mr

Batch No. / : V2500010 Batch Quantity / : 25846.33 units /

Cepusi Ne O0beM napTiH 25846.33 enuHnl
Analytical Report No. / : 040002787621 Date of Analysis / : 24.01.2025
AHaJIMTHYEeCKHH oT4eT No JlaTa aHasiu3a |
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026

JlaTa npou3BoacTBA T"ogen o ]

Analysis performed according ND / Ananus nposenen no HJL: JIII-007239-300721 o
' - Ne Test / IlokazaTesib Result / Pe3yabTaThl Specification / Hopma i

Particle size less than 2 mm — not less
Ithan 95 %; / HacTul pa3MepoM MeHee

2 MM — He meHee 95 %;

Particle size less than 0.25 mm —not less
than 60 %. / yacTul pa3MepoM MeHee
0,25 MM — He MeHee 60 %.

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

6 |Particle size / Pa3mep wacTun 100 %
96%
|
7 |Water / Boaa 4.1 %
8 |Related substances /

PoacTBenHbIe IPUMECH
-ibuprofen / ubynpodhen

- paracetamol / napayemamon

[Below LOQ (LOQ = 0.04 %) / Hixe
npenena KOJHYECTBEHHOTO
onpenenenns (ITKO = 0.04 %)

Below BDL / Hike nopora
peructpauuu

Below LOQ (LOQ — 0.04 %) / Hinie
npenena KOJIMYECTBEHHOI O
npepenenus (ITKO = 0.04 %)

Individual unidentified impurity - not more
than 0.15 %. / Enunn4ras
HenAeHTHG UM POBaHHAS IPUMECD - HE
oonee 0,15 %.

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

Impurity K - not more than 0.15%. /
[Tpumecs K - He Honee 0,15 %.

Remarks : The Product confirms to ND/
ITpumevanue: I1ponykT cootBeTcTBYeT TpeGoBanusm HI

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosnexo: Pravesh Rana [Tposepeno: Santosh Kumar | Onobpeno: Menepkep / PykoBoauTtens
rt} Maurya Amit Kumar )\( A
~ " 2l
Reprint Date / Reprint Date / Reprint Date / '
Jara: 24.01.2025 Jata: 24.01.2025 Hara: 24.01.2025

Conclusion : APPROVED /
3axsrouenue: OJOBPEHO




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr Hoyxaun® Dxenpece (uGynpodeH + napaneramo.n), NOPOUIOK AJIs IPUTOTOBJICHHS
pacTBopa AJisl IpHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2500010 Batch Quantity / : 25846.33 units /
Cepus Ne Oo6beM naApTHH 25846.33 equnuL
Analytical Report No. / : 040002787621 Date of Analysis / : 24.01.2025
AHaauTHYeCKHi 0T4eT No JaTta anaJjiu3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JaTa Nnpou3BOACTBA T'ogen g0
Analysis performed according ND / Ananus nposenen no H/I: JITT-007239-300721

i N9_|" Test / Iloka3aTenb Result / PesynbTartsl Specification / Hop_M'a_

[Below BDL / Hiwke nopora
[perucTpayuu

Below BDL / Hwxke nopora

Individual unidentified impurity - not
more than 0.10%. / EnnAnyHas
HenaeHTH (UL POBaHHAS TPHUMeECh - He
oosee 0,10 %.

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

Acceptance value (AV) should not be
more than 15.0. / TTokazaTens
npuemiieMoctH (AV) fomxeH ObITh HE
oonee 15,0.

Acceptance value (AV) should not be
more than 15.0. / Iloka3arens
npuemieMocTd (AV) JOMXKeH OBITh He
oonee 15,0.

— S — ___[perucTpauny
9 |Uniformity of dosage units / i
|{OaHOpOAHOCTD AO3HPOBAHHSA :
|
’ - ibuprofen / udynpoden i 1.3
|
- paracetamol / napauemamon 1.7
10 | Microbial limits / NIL CFU/g/ a)
MukpobuosornyecKas 4YMCToTa KOE/r
Ob1wee
NIL CFU/g/ b)
KOE/r
Absentper 1 g/
OTcyTCTBYET B 1T

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

YHCIIO aspoOHBIX
IMiTkpoopranusmos - He 6onee 1000 KOE/T.
Total combined yeasts and mould
- not more than 100 CFU/g. /

{OG111ee YKCIO APOMOKEBBIX U IJIECHEBBIX
IrpuGos - He Gonee 100 KOE/T.

ic) Escherichia coli - shall be absent per 1
ig./ Escherichia coli - orcytcTBue B 1 1.

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykt coorseTcTBYET Tpebosanusm HJQ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Hara: 24.01.2025

Hata: 24.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana [Tposepeno: Santosh Kumar | Opnobpeno: Menemxep / PykoBonurens
> Maurya /}\7 Amit Kumar -
V) 4} /\(l e
Reprint Date / Reprint Date / Reprint Date / K

Hara: 24.01.2025




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Hoykann® Drenpece (ubynpoden + napaueramo), HOPOUIOK IS IPHIOTOBJICHIA
pacTBopa Ajs npuemMa BHYTpb, 400 mr+325 mr

Batch No. / : V2500010 Batch Quantity / : 25846.33 units /
Cepus Ne O6beM napTuu 25846.33 egumni
Analytical Report No. / : 040002787621 Date of Analysis / : 24.01.2025
AnaauTHyeckuii oryer Ne JlaTta ananunsa |
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa npou3BOACTBA Tomen no

Analysis performed according ND / Ananu3 nposeaen mo HJL: JIII-007239-300721

Ne | Test / IToka3zaTenn ] Result / PesybTaTsI Specification / Hopma
11 | Assay / Ko.rmqecnaeﬂnoe‘
onpejesieHHe
- ibuprofen / ubynpodpen ‘ 398.2 mg (99.5%) / 360.0 mg to 440.0 mg of Ci3HisO:
398.2 mr (99.5%) (ibuprofen) (90.0 % to 110.0 % of label
' claim) per sachet. / Ot 360,0 Mr no
' 440,0 mr C;3Hi3O2 (ubynpoden) (ot
90,0 % nmo 110,0% OT HOMUHAIBHOTO

- paracetamol / napauemamon
320.6 mg (98.6%) / (paracetamol) (90.0 % to 110.0 % of label

320.6 mr (98.6%) claim) per sachet. / Ot 2925 mr go|

cofepkaHusl) B ONHOM MaKeTHKe.

292.5 mg to 357.5 mg of CzHyNO:

357,5mMr CsHoNO, (mapauetamon) (ot |
90,0 % mo 110,0 % OT HOMMHAJIBHOIO |
coZiepkaHus) B OTHOM MAKETHKE. |

Ilpnmeuanue

Remarks : The Product confirms to ND/

: ITpomyxT coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /

IoarorosneHo: Pravesh ana

Checked by /

I[Tposepeno: Santosh Kumar | Onobpeno: Menemkep / PykosoauTens

Maurya @;

Approved by: Manager/Executive /

Amit Kumar -
[

Reprint Date /

Reprint Date /

Jlata: 24.01.2025 Hara: 24.01.2025

Reprint Date / !
Jlara: 24.01.2025

R

CIN. LB510SAF19:

o, Hvderahad - 500024, Telangane, India
,Emailnal@drreddyscom

004507

wwsdrreddys.con




Qe
Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxT H6ykaun® Dkcenpece (nbynpodeH + napaueramMod), NOPOLIOK /Jisi IPHTOTOBJIEHHS

pacTBopa AJIsl NpHemMa BHYTpb, 400 Mr+325 mr N
Batch No. / : V2500010 Batch Quantity / : 25846.33 units /
Cepyin Ne O0beM DapTHi 25846.33 eaumuy,
Analytical Report No. / : 040002787621 Date of Analysis / : 24.01.2025
AnaauTnyeckui oryer Ne Jara anaiu3za
Date of Manufacture / : 12/2024 Date of Expiry/ : 11/2026
Jara nponssoacrea Topen oo

Analysis performed according ND / Ananu3 nposegen no HJI: JIT1-007239-300721

foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / ITo 5 r B naxeTuke
u3 KOMOMHHPOBAHHOIO
MmaTeprnana (JlaMHHHpOBaHHas
6ymara/TIDHI1/antomrHHEBas
donsra/IIHIT). o 6
NaKeTHKOB BMECTE
UHCTPYKLHEH [0 NPUMEHEHUIO
B MAYKY KaAPTOHHYIO.

Ne j il Test / ITokazaTesib Result / Pe3yabTaTh! Specification / Hopma

12 |Package / YmakoBka 5 g in a sachet of a combination |5 g in a sachet of a combination material
material (laminated | (laminated papet/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient

information leaflet in carton pack./[lo5r
B NakeTHke #3 KOMOMHUPOBAHHOrO
maTepHana (naMUHHUpOBaHHAS

6ymara/TIOHI1/amomunnesas
donera/IIPHIN). o 6 unu 9 nakeTukoB
BMECTE C HHCTPYKUHEH 110 IPHUMEHEHHIO B

na4yKy KapTOHHYIO.

c|

13

Labeling / MapkupoBka

According to ND. /B COOTBETCTBUHU C HJI.

14

Storage conditions /
Xpanenne

Store below 25 °C. / [Tpu Temneparype He Bbiwe 25 °C.

_15i
|

Shelf life / Cpok roguocru

2 years. / 2 roga.

Remarks : The Product confirms to ND/
IMpumeuanue: I1poaykT cooTBeTCTBYET TpeOoBanusM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

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

IToarotosneHo: Pravesh Rana [Tposepeno: Santosh Kumar | OnobpeHo: Menemxep / PykoBoautesb
P Maurya Amit Kumar c—

Reprint Date / Reprint Date / Reprint Date / '

Jara: 24.01.2025 Hata: 24.01.2025 Hara: 24.01.2025




@o
Dr.Reddy’s @&

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
I[IpoaykT : H6ykaun® dxenpece (uGynpodeH + napaneTamot), HOPOLIOK JJIsi IPHIOTOBJIEHHS

pacTBOpa IJIs1 IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2500010 Batch Quantity / : 25846.33 units /
Cepus No O0BbeM mapTiu 25846.33 eauHul
Analytical Report No. / : 040002787621 Date of Analysis / : 24.01.2025
AHaJauTHYeckHi oTdeT No Jata anaymsa
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
Hata npousBojicTsBa T'ogen go

 Analysis performed according ND / Anasnns nposeten no HJI: JIIT-007239-300721

API name / HaumenoBanne ADC: Ibuprofen sodium dihydrate /

Paracetamol / [Tapaiietamon

Mb6ynpodena HaTpust AMTHAPAT e

INN/ MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapatietamon
API manufacturer batch number / SB1F0029 APAP/24091296, APAP/24091297
Homep cepun npoussoanteas ADC:
FP Manufacturer API Batch number /
Homep cepun cybGcTaHuU FERA00596 FERA00540, FERA 00541
npoussoautens ['JID:
API Manufactured by & country/ BASF Corporation, USA / Granules India Limited, India /
Ipoussoautens APC, cTpana: BAC® Kopnopeiimn, CHIA ['panynec Mnaus Jlumuren, Muaus

Remarks : The Product confirms to ND/
Tpumeuanne: [TponykT cooTBeTCTBYET Tpedosannsam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarotosneno: Pravesh Rana

Ch

Checked by /
Iposepeno: Santosh Kumar
Maurya

=

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykosoauTtes

Amit Kumar e
/B( V

Reprint Date /
Hata: 24.01.2025

Reprint Date /
Hara: 24.01.2025

Reprint Date/ *

Jara: 24.01.2025




