gProdu_c_t B
!Hpo:{ym
‘Batch No. /
Cepsin N
Analytical Report No. /
ApanurHyeckHii oTyeT No
Date of Manufacture /

Jata npoH3BOACTBA

CERTIFICATE OF ANAT YSIS
CEPTUDOUKAT AHAJTHM3A

Ibuclin Express (Ibup;oféhﬂ)wz;ra:cgtnmoi), powder for orﬁl-éal—ﬁtion, 400 mg + 325 mg )
Ubykaun” Drcenpece (ubynpodien + napaneramola), DOPOIOK /15l NPUTOTOBIEHHS
! pacTBOpAa /L1 NpUeMa BHYTPb, 400 mr+325 mr

: V2400424

___|Otbem napTvy

: 040002506823

0 03/2024

Analysis performed according ND / Axanmus nposegen no HJ: JIIT-007239-300721

; 25845.00 uniis /

_25845.00eamuuuL

fBaicﬁ-_Quantity /

Date of Analysis / : 21.05.2024
_____ Jata ananm3a b =
Date of Expiry/ : 02/2026

_ Topen mo

No . Test/ITokasaTenn Result / PesyapTaThi Specification / Hopma
1 Description / Onucanue White  powder, with a White to off-white powder, with a
characteristic odor. / characteristic odor. / [Topowox ot 6enoro

2 Reconstituted solution /
BoccraHoBaeHHBIH pacTBOp
- appearance / onucaHue

No Test / IToxazaTens

- Color of the solution /
HEeemHacmb

©ozanaxod, c

. [Topouiok  Genoro 1gera c
XapaKTePHbIM 3aMaxoM.

" Colourless solution with a
i characteristic odor, with small !

| amount of suspended’
" particles.  /  becusernpiit
. pACTBOp €  XapAKTEDHbIM

HeBOJIBILHM
KOJHYECTBOM  B3BCLIEHHBIX
yacTuu.

Result / PesynieTaTs!
Complies /
CooteetcTBYET

A0 noutd Oenoro upeTa, ¢ XapakTepHbIM
3anaxoM.

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

amount of suspended particles. /
{ BecueTHbl  pacTBOp € XapakTepHbBIM
3aNaX0M, C BO3MOXHBIM COZEpPXKaHueM
HeDONBUIOrO  KONMYECTBA  B3BELIEHHBIX
HaCTHLI.

Specification / Hopma
.Color intensity of the solution does not
exceed color intensity of reference
standard Bg. / PaciBop momxeH BuiTh

" Remarks : The Product conﬁrrr:s tc;ND/ 7

OKpalueH HE fonee WHTCHCHBHO, 4EM

I Hpumeuanue: TIpoaykr cooTreTcTBYET TpeboBanuam HJT

| Prepared by /
" [ToroTosseno: Rama Kant

—

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Checked by /
[Ipoepeno: Pardeep Kumar

Approved by: Manager Toxecutive ¢
Ou100peno: Menekep  PyEOBOITEND
Abhishek Chauhan

' Reprint Date /21.05.2024
Hara:

Reprint Date /21.05.2024
JlaTa:

Reprint Date /21.05.2024
Hata:




CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJTM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg )
Mpoayxkt : HM6yxauu® Ixenpece (ubynpoden + napaueTamosn), NOPOLIOK A NPHIOTOBICHHS

______ pacTBOpa 315 NpueMa BHYTpb, 400 mr+325 mr S ) ) B
‘Batch No. / V2400424 (Baich Quantity / . 25845.00 unmits /
[ Cepist Ne L o ___|O0bem mapTHH 25845.00ea11 HuL
Analytical Report No. / : 040002506823 {Date of Analysis / : 21.05.2024 -
| AHaUTHIECKUH 0THeT N ' Naraamanmza S
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jarta npousBoacTea ) Topen jxo o B

Na Test / IlokazaTens ; Result / PeaynbTaThi
'3 Dissolution time / - 01 min 05 sec/ 01 mum 05 cex
Bpems pacteopenns P
4  pH of solution / pH pacTrOpa _ 6.6
5 Identification / ITopnunnocTs Complies /

4) by HPLC / B3XKX CogreereTayer

— TIbuprofen / ubynpodhen

— Paracetamol / napayemamon

Analysis performed according ND / Ana.ﬁﬁponeuen no HAO: JIH—OG?QQ-BOH’E 1 N

__ Specification / Hopma
31an10H Bo.

Not more than 5 min. / He 6os1ee 5 MiH.
5.8t07.8./01 5,8 no 7,8.

The retention times of the main peaks in

- the chromatograms of test solutions should |
ccorrespond to those in the chromatograms |
‘of reference standards solution (Assay.
section). / Bpemsa ynep:xuBaHHs OCHOBHBIX |
TUKOB Ha XPOMaTOrpammax HCMBITYEMbIX |
pPaCTBOPOB  JIOJKHBI  COOTBETCTBOBATH
BpeMenam - YAEPKHBAHHS
COOTBETCTBYIOLUMX OCHOBHBIX NHKOB HA|
XPOMaTOrpaMMax PacTBOpa CTAHAAPTHBIX
‘obpasios  (paznen  «KomuuecrBeHHoe

LOMpegencHuen).

Remarks : The Product confirms to ND/

Conclusion : APVPROVED /

 IMTpumeyanne: [Ipoayxr coorBercTByeT Tpebosatiiam HJT 3axarouennc: O/IOBPEHO
Prepared by / | Checked by / Appraved by: ManagerTaecutive / i
[oarorosieno: Rama kant IIpoBepeno: Pardeep Kumar Onctpeno: Mesemkep | PykoBoutens
A iy _ Abhishek Chauhan
Reprint Date /21.05.2024 Reprint Date /21.05.2024 Reprint Date /21.05.2024 o
| Mara: Jlata:. o Hara: o |




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

| Analysis performed according E?_LAHQJ‘EH?H})OBE_EHEH_ no H: £H~007239-§02]721

Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Tlpoaykr : Hoykaun® Sxenpece (ubynpoden + napaueramor), MOPOMIOK NJIS NPHTOTOBJIEHH S
. ____Pacrsopa Aag npuHema BHVTPL, 400 Mr+325 mr 7 P
Batch No. / : V2400424 iBatch Quantity / : 25845.00 units /
Cepriy Ne o |O0bem maptan  25845.00enumuy
Analytical Report No. / : 040002506823 'Date of Analysis / 1 21.05.2024
| AHAJIHTHYeCKH I oT4eT Ne __ !Jdaraananuza o o
Date of Manufacture / : 03/2024 |Date of Expiry / : 02/2026
J1aTa npou3BOACTBA T'onen no '

No Test / [loxazaTens Result / PeayaeTaTsl Specification / Hopma
B) by HPLC-UV / BJKX-YP Complies / When carrying out the "Assay" test, the

CooTsercrayer

-~ Ibuprofen / ubynpoghen

- Paracetamol / napauemamon

6 Particle size / Pazmep gacTuiy ‘ 100 %

38%

7 Water/Bopaa : 4.6 %

UV spectra of the test solutions should

correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposefieHMH  Tecta  «KonHyecTBeHHOE
OnpeieNeHe Y O-crexTpsl HCOBITYEMBIX
PacTBOPOB AONKHBI COOTBETCTRBOBATE YO-
CTEKTPaM - CTaHAAPTHBIX pacTBOpPOB

ubynpodena 1 napaneramosna.

Particle size less than 2 mm — not less
than 95 %; / HacTui pasmepom McHee
2 MM -- He MeHee 95 Y%;

Particle size Iess than 0.25 mm — not less

than 60 %. / yacTHL pa3MepoM MeHee
0,25 MM — He MeHee 60 %.

Not more than 8.0 % w/w. / He Bonee

8,0 %.

Remarks : The Product confirms to ND/
ITpumevanne: [Tpoayxt cootsercTayet Tpebopanusy HI

Conclusion : APPROVED /
3arnouenne; OJOBPEHO

Approved by: Manager‘bxecutive / =
Oaobpeno: Mene 1aep / Pykosoautens
Abhishek Chauhan

Prepared by / | Checked by /

[Moarcrosaeso: Ruma Kant | Tlpoeepero: Pardeep Kumar
1. i ]

Reprint Date /21.05.2024 E Reprint Date /21.05.2024

Hara: | Hara:

Reprint Date /21.05.2024
,HaTa:_ ;




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJII3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg -
Ipoaykt : WU6ykauu® Dxenpece (nbynpoden + napamneramon), MOPOLIOK JJISI IPHIOTOBJIEHHSA

| = pacrsopa Aas npuemMa BHyTpb, 400 Mr+325 mr i _ 7 B |
‘Batch No. / : V2400424 Batch Quantity / : 25845.00 waiis/
It’ epHa Ne . ) ‘O6bem mapTHn 25845.00enunuy
|Analytical Repoxt No./ : 040002506823 , Date of Analysis / : 21.05.2024
AnaJTHYCCKH I 0TueT Ne _ IaTa anamwsa o e
‘Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026 i
)Iam NPOH3BOJCTBA Tojen go

Analvs is performed according ND / Anatns npogegen mo HJI: JIII-007239-300721 - o j

Ne Test / 1lokazaTens Result / PesyasTaTnr : Speetication / Hopma
8 Related substances /
PoscTRen bl MPHMeCH _
-ibuprofen / ubynpodien 0.04% Tixdin fedi E atindenl{ied Bapurite - got por
Ahan G015 "o Liiiiihan
Het -u;'.mgulnmru~is;m|—|\m HPHMCCE - He
ooaee .13 %,

0.04% & - e ] (-
Foal fmpuiitics - ot more than O.5%,.
5 S Uy apysieced = He Goaee 0.8 Vg,
- paracetamol / napayemamon BelowLOD (LOD - 0.01 %)/ Huxe Impurity K - not mwre than (0,137, ¢
npenena obHapyxenna (IO = 0.01 [ipjovcer - He 60 owe 0,15 9,
. : L iy :
%) Individual unidentiGed mapumin -

Below BDL (Disregard Area

| more than . 16 o0 Bnisinas
6188)/Hmke nopora perucTpauuu

(Area61t8) HeN LI[IH“:’, lli‘f‘liilih'lFl|"l|f\luls-lh.

' Below BDL. /Hitske nopora ”'1“‘“,“'“ e o

PETHCTpALIHN lotal impurities not more l]‘.;m_') 3y o

_ i LOVMMI OpINMCC - He velee 03 7,

9  Uniformity of dosage units / -
G s AR Acceptance value (AV) should not be
more than 15.0. / [Tokazarens
2.0 npmMﬂewocm (AV) no. IKEH 6bITb He
" Remarks : The Product confirms to ND/ Conclusion : APPROVED / ]
| Hpumeuanue: [Iponykt cootBeTcTBYeT TpeboBaHuaM HJT 3amouenue: OJIOBPEHO -
| Prepared by / Checked by / Approved by: Manager I wecuiive
i [Toarorosiaero: Rama Kant L Ilposepeno: Pardecp Kumar Onobpeno: Mene e - Pykosominie ib
Abhishek Chauhan !

' Reprint Date /21.05.2024 Reprint Date /21.05.2024 Reprint Date /21.05.2024 3
| Mlara: A }Za’ra:_ ; o | Hara: o o




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAIHU3A

Product

IIpoaykT

i pacTsopa s npuema BHYTPb, 400 mr+325 mr
BatchNo./ T Y24U04124

tSatch Quannl’v
Cepgta Ne _ Ofbem naprun

Ibuclin Expresé (IBuprofen+Paracetamol), pow"‘dé;for oral solution, 400 r;:é +325 mg_ N
Uoykauu® Jxenpece (ubynpodex + napaueramMo.), NOPOILOK JJIsl NPHIOTOBAEHUS

+ 25845.00 units /
25845.006,!1HHH_H

Analytxcal Report No./ : 040002506823 Date of Analysis/ : 21.05.2024
AnaJuTHYecKHii oTyer N o o Jara anannza ) ]
Date of Manufacture / : 03/2024 Date of Expiry / ¢ 02/2026

Hara OpPOHM3BOJCTEA

Topen mo

' Analysis performed aeco;dlng ND /}Xﬂamn nposeed no H: JII- 007239- 300721 ]

Specttication / Hopaa

bonee 15,0,

Ne Test / Ilokazarens Result / PesyasTaThl

- ibuprofen / ubynpodien

Acceptance value (AV) should not be
more than 15.0. / ITokasarens

) : 4.4 npHemiemMocty (AV) nojukeH OLITh He
- paracetamol / napayemamon Bisise 15,0, 7
10 Mierobial . limits /
MukpobHOIOrHYecKas YHCTOTA
NIL CFU/g / a) Total aerobic microbial count - not
1KOE/r more than 1000 CFU/g. /
Obuee YHCIO a3pobHbix
MHKpOOPTaHH3MOB - He Gosee 1000 KOFE/r.
NIL CFU/g . b) Total combined yeasts and mould
KOE/r - not more than 100 CFU/g. /

ObLee 4HCNO APOROKEBLIX M MNECHEBBIX
TpiLoB - He Gonee 100 KOE/T.
¢) Escherichia coli - shall be absent per 1

Absent per /
& Fouhench}a coli - OTC)/TLTBHE Blr

OrcyTeTBYET B

11 ¢ Assay / Koaunuecrpennoe ‘
QnpegesicHHe

‘- thuprofen / uéynpogen 360.0 mg to 4400 mg of C;;H, soai

- 402.8mg (100.7%%) /
402.8 Mr {100.7%) (1l“4profer) (90.0% to 110.0 % of ]abel

| Conclusion : APPROVED / 1
3armouenue: OJIOBPEHO :
Approved by: Manaeérd wecutive /
Onofipero; Mene viep / Pyk uxskwn‘. Ib
SRRt = ‘ Abhishek Chauhon |
Reprint Date /21.05.2024 Reprint Date /21.05.2024 Reprint Date /21.05.2024
| Hara: | lara: , Hara: _ il

Remarks : The Product confirms 1o ND/

Ipumeuanue: ITpoAYKT cOOTBETCTRYET TpeGoranusam HJI
Prepared by / Checked by /
[ToaroroBnexo: Rama Kant TpoBepena: Pardeep Numar

[




CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHATH3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
HIpoaykr HﬁyKJIHH® Drenpece (MOynpoden + napaueTanour), NOPOWOK I/ IPHTOTOBAEHHHA

. PACTBOPA I8 IPHEMA BHYTDL, 400 Mr+325 ML L e ]
Batch No. / 1 V2400424 |Batch Quantity / : 23845.00 units /

Cepun Ne o EQ(’)I:_EM HAPTHY _25845.00e a1 HuL i
Analytical Report No. / : 040002506823 \Date of Analysis / : 21.05.2024
AHaJnrHYeckHi oTyer Ne 7 ) [ﬂﬁa}{a;u‘gg FE -
Date of Manufacture / : 03/2024 iDate of Expiry/ : 02/2026 |
HaTa npouspoactea Tonen oo |

Analysis performed according ND / Anaaus np_osenéu no HLI:“J_I_I_I—OO7239—300721 _

Ne Test / Iloxasarens Result / PesyapTatsr Specification / Hopma
claim) per sachet. / Ot 360,0 mr no
] 440,0 vr  Cp;3HisO»  (ubynpoden) (ot
90,0% pmo 110,0° oT HOMMWHAIBHOrO

| COAEPXAHMSA) B 0OHOM TIaKeTHKe.

- paracetaiiol / napaiiemaion 323.3 mg (99.5%) / 2925 mg to 357.5 mg of CiHNO,
323.3 mr (99.5%) {paracetamol) (90.0 % to.110.0 % of label

‘claim) per sachet. / Ot 2925 mMr po
3575 mr CgHgNO; (mapauietamon) (ot|
90,0% g0 110,0 % oT HOMHHaNLOro
| COJEpKAHUA) B ONHOM MakeTHKE.

T

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

i Mpnmesanue: [ponykt coorsercTByer tpeboanusm HIT 3armogenue: OJJOGPEHO
' Prepared by / Checked by / Approved by: Manager Executive /
[ToarotosieHo: R\umn Kant [Tposepeno: Pardeep Kumar OpobpeHo: f\lt‘HC:}.}l:\?‘ [ Pykosotinen
f

TRy Abhishek Chaulian

'.\..:‘ L

[ 'Repgm Date /21 .05.2024 Reprint Date /21.05.2024 Reprint Date ;,21.05.2024
 Aara: Hara: Jata:

/




CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
poayxr Hoyxaun® Dxenpece (ubynpoden + napaneTamos), NOPOLIOK JJIs NPHTOTOBJCHHSA

___ pacTBOpa AJfA NpHeMa BHYTPh, 400 Mr+325 mr. _ _ |
Batch No. / 1 V2400424 |Batch Quantity / . 25845.00 units/
Cepua Ne . _ 06LCM HDAPTHH 25845.00eTMHHU
{Analytical Report No./ : 040002506823  |Date of Analysis / : 21.05.2024
AHAaJHTHYIeCKHH 0TyeT No I JlaTa ananausa o _
Date of Manufacture / : 03/2024 Date of Expiry/ : 02/2026

Jlata npou3BojcTBa

T'ogen go

Ne Test / [Toxazarenan
12 Package / ¥YnakoBka

13 Labeling / MapkupoBka

14 Storage conditions/
XpaueHue

15  Shelf life / Cpok roanoeTu

Analysis performed according ND / Ananuas npose;xen no.Hil JITI-007239-300721 :_

| MATEpHA1A
6ymara/TI3HIl/anroMuHneBas
! donera/TISHIT).

Result / PesyabTaTh!

S g in a sachet of a combination
material {laminated
paper/LDPE/aluminum

foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B nakeruke
H3 KOMOWHHPOBAHHOIO
(naMHHUpOBaHHAA

ITo 6
MaKETUKOB BMECTE c
HHCTPYKLKMER 110 NPHMEHCHHIO
B Na4KY KAPTOHEYIO

Specification / Hopma

5 g in a sachet of & combination material |

(laminated

paper/LDPE/aluminum |

foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack. / ITo 5 r

B [MakeTHKe
Marepuana (1aMHUHHpPORaHHAS
ymara/TIDHTl/anioMusuesas
tdonera/I12HII). Tlo 6 unu 9 nakeTHkoB
BMECTE C MHCTPYKLHEH 110 IPHUMEHEHHIO B
ayKy KapTOHHYIO.

H3

According to ND. / B cootsercrauu ¢ HJT.

Store below 25 °C. / IIpu temneparype we Boine 25 °C.

2 years./ 2 roza.

* API name / Haumenosanne ADC:

E

i_lg;izirks - The Product confirms to ND/ |

Ibuprofen sodium czl_i‘;1ydx'ate /
Hbéynpodena HaTpus IHrHAPaT

KOMOMHUPOBAHHOTO

Paracetamol / [Tapauertamon

Conclusion :

APPROVED /

l'[pumeqamfe IIpoayxT cooTeTcTBYET Tpeborannam H T

3armoyenne: OJTOEPEHO

[ Prepared by / Checked by /
[losroror.sieno: Rama Kant [TpoBepeno: Pardeep Kumar

ey

b

’prmved by: Manageridzsecutive /
Onobpeno: Metie vaep / Pykosoiureils
- Abhishek Chauhan 1

"Reprint Date /21.05.2024
HJaia:

| Reprint Date /21.05.2.024
| Hara:

Reprint Date ,21.05.2024
Jlara:




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product © Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaysr @ Hoykasn® Dxcnpece (ubynpoden + mapaneTamon), NOPOLIOK AT NPHTOTOBACHHST
o PAaCcTBOPA NIH IpHeMa BHYTPb, 400 Mr+325 mr o o L
Batch No. / 1 V2400424 ‘Bateh Quantity / 25845.00 units /
\Cepus Ne o o |O6vem mapTun  25845.00eanmmn —
Analytical Report No. / : 040002506823 Date of Analysis / 1 21.05.2024
|AHanuTHYecKuii oT4eT No s __Jara ananuza _ A
Date of Manufacture / : 0372024 .Date of Expiry / : 02/2026 o
Jara npoussoacTBa . Topen go ) . G
| Analysis performed according ND / Ananus mporenen no H)[: JIIT-007239-300721 . a
| INN/MHH: _ - Tbuprofen / M6vynpoden ; Paracetamol / ITapatieramon _
API manufacturer batch number / SR2F0004 APAPE2023060685
Homep cepuu npoussomurens ADC: T I
FP Manufacturer API Batch number / | ;
| Honep cepun cyberannun | FERA00041 FEQAQ00345 f
l npouspogutens LJIdD; S b = B - = l
" API Manufactured by & country/ . BASF Corporation, USA / | Granules India Limited, India/ |
_IIpouszponnrens ADC, ctpaua: _! _ BAC® Kopnopeitum, CIDA ~ Tpanyaec Muaus JTumurten, Mumis |
Remarks : The Product confirms to ND/ . Conclusion : APPROVED / 1
IIpnmeyanue: ITpojlykT cooTreTCTRYET tpebosannam HJI 3akarwuenne: QJJOBPEHO !
' Prepared by / Checked by / Approved by: Manavor Fxecurive / ]
HoarorosncHo: Rama Kant INposepcro: Pardeep Kumar OnoGpeno: Meue viep / PykosonuTens
u _ ,I*. Jed” _ Abhishek ¢ hauhan
| Reprint Date /21.05.2024 | Reprint Datc /21.05.2024 Reprint Date /21.05.2024 i

i fara: Hara:_ Harta: . |




