Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT H6ykaun® Dxcnpece (uGynpodeH + napaneraMon), NopOLIOK AJsi IPUTOTOBJIEHHS
pacTBOpAa JUIs IpHeMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2402059 Batch Quantity / : 17199.00 units /
Cepua Ne O0beM napTHH 17199.00 eaviHuI
Analytical Report No. / : 040002688317 Date of Analysis / : 15.10.2024
AHa/aTHyecKHi oTyeT No JlaTa aHanu3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npou3BoACTBA T'open no
Analysis performed according ND / Anaun3 nposegen no HJ: JIIT-007239-300721

Ne | Test / [lokaszarean Result / PesynbTaThl Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / [lopowok ot Genoro
ITopowiox Genoro 1BeTa c| 40 NOYTH OENOro 1BETa, ¢ XapakTEpPHBIM
XapaKTepHEBIM 3aMaxoM. 3aMaxom.
2 | Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccranoBeHHBII pacTBOp | characteristic odor, with small | odor shall be observed, may have small
| amount of suspended | amount of suspended particles. /|
- appearance / onucanue particles. /  becuBeTHbIN | beclBeTHbIN pacTBOp € XapakTEPHBIM
pacTBOp €  XapaKTepHBIM | 3aMaxoM, C BO3MOXHBIM COJEPKaHUEM
3amaxoM, ¢  HeDONbLIUM | HeQONBIIOr0 KOMUYECTBA  B3BELUEHHBIX
KOJIMUECTBOM  B3BELIEHHBIX | YaCTHLL.
| acTu.
No ‘ Test / IlokaszaTens Result / PesynbTaThl l Specification / Hopma
|- Color of the solution / Complies / |Color intensity of the solution does not
usemHocnp CooTBeTCTBYET exceed color intensity of reference standard
By. / PacTBOp n0MmKeH OBITh OKpAllleH HE
B | 6osiee HHTEHCHBHO, 4eM 3TajoH Bo.
3 |Dissolution time / 01 min 05 sec /01 mun 05 cex | Not more than 5 min. / He 6onee 5 MuH.
|| Bpems pacTBOpeHHsl |
4 | pH of solution / pH pacTBOpa 6.5 ;5.8 to 7.8. /0t 5,8 1o 7,8.
|

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT coorBeTcTBYeT TpebosanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoprorosneno: Rama Kant

Checked by /
Iposepeno: Pardeep Kumar

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

&u\“ﬂ*}
Reprint Date / .

Hara: 15.10.2024

Reprint Date /
Jara: 15.10.2024

Amit Kumar . L—
= /3« —
Reprint Date / v

Hata: 15.10.2024

7, Road Mo: 3, Banjara =i

2960, Fa

YWNWOTTECOYS

Com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
INpoaykr : H6ykaun® Dxenpece (u0ynpoden + napaneramod), HOPOIIOK AJIst NPUIOTOBJICHMUS

pacTBopa /sl npHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2402059 Batch Quantity / : 17199.00 units /
Cepus Ne Oo0bem napran 17199.00 enmunu
Analytical Report No. / : 040002688317 Date of Analysis / : 15.10.2024
AHajuTHYecKHi oTdeT Ne JlaTa agvanusa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npoH3BOACTBA Toaen xo

Analysis performed according ND / Ananu3 nposegen no HJL: JITI-007239-300721

B Specification / Hopma |

'__ Ne | Test / IlokazaTesnnb I Result / PesyabTaThl
5 [dentification / IToapnunHocTh Complies /
COOTBETCTBYET

| {4) by HPLC / BOXKX
— Ibuprofen / ubynpoghen

— Paracetamol / napauemamon

l 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). / BpeMmsi yiepXKHBaHUsl OCHOBHBIX

|IMKOB Ha XpOMATOrpaMMax HCTbITYEMBbIX
| pacTBOpOB  LOMKHEL  COOTBETCTBOBATH
BpeMeHaM yaepxKUBaHUS
| COOTBETCTBYIOUIHX OCHOBHbIX TIHKOB Ha
XpOMaTorpaMMax pacTBOpa CTaHAAapTHBIX
obpasioB  (pazmen  «KonnuecTBEHHOE

OIpefeIEHHER).

|B) by HPLC-UV / BIKX-Y® Complies /

Coo
— Ibuprofen / uynpogen TBETCTBYET

— Paracetamol / napayemamon

When carrying out the "Assay" test, the
UV spectra of the test solutions should
‘correspond to those of ibuprofen and
|paracetam01 standard solutions. / Ilpu
npoeefieHHn  Tecta  «KoJMYECTBEHHOE
onpeaeneriie» Y®-cHeKTpbl MCIIBITYEMbIX
pPacTBOPOB [IOJKHBI COOTBETCTBOBATh Y D-
creKTpam CTaHAAPTHBIX pacTBOPOB
ubymnpodeHa 1 napaneTamona.

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

Ipumeyanune: [TpodyKT cooTBeTCTBYET TpeboBannsam HJT 3akaoyenue: OJOBPEHO

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

INoarotoeneHo: Rama Kant [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTenb
] Amit Kumar

Reprint Date / S Reprint Date / Reprint Date / \

Hara: 15.10.2024 Hata: 15.10.2024 Hara: 15.10.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Opoaykr : H6yxkmun® xenpecce (aGynpoden + mapaneramod), HOPOIIOK AJisl IPUTOTOBJICHHS

pacTBOpa 4j1si IpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2402059 Batch Quantity / : 17199.00 units /
Cepia Ne O6bem napTuu 17199.00 enuHuL
Analytical Report No. / : 040002688317 Date of Analysis / : 15.10.2024
AHa/mTHdecknii oTuet Ne JlaTa anajm3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npou3BOaCTBA Togen go

Analysis performed according ND / Ananu3 nposegen mo HJ: JITI-007239-300721

Result / Pe3yabTaThl Specification / Hopma __
100 % ' Particle size less than 2 mm — not less

.N‘Q_“ Test / ITokazaTean |
|
than 95 %; / UacTHl pazMepoM MeHee 2 MM
|
|
|
|
|
|

6 _Particle size / Pa3mep uacTun

— He MeHee 95 %;

97 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTHL pa3MepOM MeEHEee
0,25 MM — He MeHee 60 %.

7 |Water /Bona 3.7% Not more than 8.0 % w/w. / He 6ozee 8,0 %.

8 Related substances /

PoacTBeHHbIE IpUMeECH

|~ ibuprofen / ubynpoghen Below LOQ (LOQ = 0.04 %) / |[ndividual unidentified impurity - not more
Huxe npenena than 0.15 %. / Enunau4nas
KOJIMYECTBEHHOrO HeupeHTH(hUIMPOBAHHAS IPUMEC - HE

onpenenenus (ITKO = 0.04 %) ibonee 0,15 %.

Below LOQ / Huwxe npenena |Total impurities - not more than 0.5%. / |

KOJINYECTBEHHOTO Cymma npumeceii - He 6oitee 0,5 %.
: ' omnpesieneHns

|

| |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [TponykT cooTBeTcTByeT Tpebosanuam HJI 3axmwouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Rama Kant [Mpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTeb

Amit Kumar =

Reprint Date / Reprint Date / Reprint Date / &
Hara: 15.10.2024 Hara: 15.10.2024 Hara: 15.10.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr U6ykmmn® Dxcnpece (HOynpoded + napaneramo), NOPoOWIOK AJisl NPHIOTOBJIEHHS!

pacTBopa 115l HpHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2402059 Batch Quantity / : 17199.00 units /
Cepus Ne O0BeM NapTHH 17199.00 ennnHur,
Analytical Report No. / : 040002688317 Date of Analysis / : 15.10.2024
AHaauTHyecKuii oTyer No HMarta ananunsa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npou3BoacTBa Tonen oo
Analysis performed according ND / Ananns nposegen no HJI: JIT1-007239-300721
N Test / IlokazaTesb Result / PesynabTaThl Specification / Hopma

- paracetamol / napayemamon

Below LOD (LOD = 0.01 %) /
;Hmke npeaena obHapyKeHHUs
i(HO =0.01 %)

'Below BDL / Huxe nopora
| perucTpaliu

‘Below BDL / Huxe mopora
perucTpauuu

|
![rnpurity K - not more than 0.15%. /
[Tpumech K - He Honee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / Emunuunas
HeugeHTH(OHLIMPOBaHHAs PUMECH - He
oonee 0,10 %.

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

o |

' Uniformity of dosage units /

OQHOPOAHOCTE 03HPOBAHUS

I- ibuprofen / udbynpogen

[- paracetamol / napayemamon

1.2

1.9

Acceptance value (AV) should not be more
than 15.0. / [Toxa3aTens NpUEMIIEMOCTH
(AV) nomxken ObITh He Ooee 15,0.

Acceptance value (AV) should not be more
than 15.0. / ITokazatenb [IpHEMJIEMOCTH

(AV) nomxeH ObITh He Gosiee 15,0.

Remarks : The Product confirms to ND/

Ilpumeuanue: [IponykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToxrorosieno: Rama Kant

Checked by /
IMpoBepeno: Pardeep Kumar

-

[

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoguTenb
Amit Kumar

v/xlj‘//

ol
Reprint Date / '

JaTa: 15.10.2024

Reprint Date /
Hara: 15.10.2024

Reprint Date /
Jara: 15.10.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : Hoykmun® Dxenpece (uynpoden + napaneramodr), NOPOLIOK A/l IPHTOTOBIEHHS
pacTBopa s puemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2402059 Batch Quantity / :+ 17199.00 units /
Cepus Ne O6bemM napTHH 17199.00 eqmHUL
Analytical Report No. / : 040002688317 Date of Analysis / : 15.10.2024
AnanuTnyecknii oruer No JlaTa aHa/u3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npousBoacTBa I'ogen g0

Analysis performed according ND / Ananus nposeaen mo HJL: JII1-007239-300721

i NQ___ Test / [Toka3zaTeanb _
10 | Microbial limits I
MHukpobuooruueckass YHCTOTa

11 | Assay / KoaunvecTBennoe
|onpenenenue

‘ - ibuprofen / ubynpodghen

- paracetamol / napauemamon

Result / Pe3yabTaThl

NIL CFU/g /
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
OrcyTcTBYET B 1T

Specificag(;n / Hopma

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

OO1ee YnciIo a3podHbIX MHKPOOPraHU3MOB
- ye 6onee 1000 KOE/r.

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

O61iee 4HMCIIO JIPOAOKEBBIX U IIECHEBBIX
rpubos - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBre B 1 T.

400.3 mg (100.1%) /
400.3 mr (100.1%)

329.6 mg (101.4%) /
329.6 mr (101.4%)

360.0 mg to 440.0 mg of Ci3Hi302
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr no 440,0 Mr
Ci3H;30, (ubynpoden) (ot 90,0 % no
110,0 % OT HOMMHANBHOIO COAEP/KAHMS) B
OJIHOM TaKeTHKE.

292.5 mg to 357.5 mg of CsHoNO;
' (paracetamol) (90.0 % to 110.0 % of label
 claim) per sachet. / OT 292,5 mr 1o 357,5 Mr
CsHoNO- (mapaueramon) (ot 90,0 % no

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpumeuanue: [TponykT cooTseTcTBYeT TpeboBanuam HJI

3axkmouenue: OJJOBPEHO

Prepared by /
[MoarorosneHo: Rama Kant

Qukod

Checked by /
[Tposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaHUTENb

Amit Kumar e
/wi S — 4

Reprint Date / \
Jarta: 15.10.2024

Reprint Date /
Hara: 15.10.2024

Reprint Date / '

Jata: 15.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Npoaykr : H6ykmun® Ikcnpece (nGynpodeH + napaneramolt), NOPOMIOK [t IPHIOTOBJIEHHs
pacTBopa AJjis npueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2402059 Batch Quantity / : 17199.00 units /
Cephg Ne O6beM napTHi 17199.00 egyHuL
Analytical Report No. / : 040002688317 Date of Analysis / : 15.10.2024
AHadduTHYecKHi oTueT No JlaTa aHajiM3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npou3BoacTBa Tonen go

Analysis performed according ND / Ananns nposeaen no HJI: JIT1-007239-300721

5 _

Test / ITokazaTeJb

Result / PesyabTatel |

12 | Package / YnakoBka

|5 gin a sachet of a combination :

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

\patient information leaflet in
carton pack. / Ilo 5 r B
| IaKeTHKe U3
KOMOUHUPOBAHHOT O

| MaTepHana (JaMHUHHPOBaHHAS
| 6ymara/[1OHI1/amomunuesas

B Specification / Hopma
110,0 % OT HOMHUHANBHOTO COAEPKAHUA) B
OJTHOM MaKeTHKE.

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./Ilo5r B
MaKeTHKe 13 KOMOMHHUPOBAHHOTO
Marepuana (TaMuHUpOBaHHAR
oymara/[IDHIl/antomunnesas
¢donpra/TISHIT). Ilo 6 nan 9 nakeTukos
BMECTE C MHCTPYKI[Mel MO0 MPUMEHEHHIO B
ayKy KapTOHHYIO.

XpaHenne

15

Shelf life / Cpok rogHOCTH

i2 years. / 2 roza.

donsra/l[IOHII). ITo 9
| makeTHKOB BMECTE c
HHCTPYKLUEH no
| TPHMEHEHHIO B navyKy
KapTOHHYIO.
13 |Labeling / MapkupoBKa [ According to ND. / B cootsetctsuu ¢ HJI.
14 |Storage conditions / | Store below 25 °C. / [Ipu Temneparype He Bblile 25 °C,

Remarks : The Product confirms to ND/
ITpnveyanne: [Tpoaykr coorBeTcTBYeT TpeboBanusam HII

3akio

Conclusion : APPROVED /

yenne: OJIOGPEHO

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

[Moarorosnexno: Rama Kant Ilpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaHtenb
| i b p Amit Kumar L

Reprint Date / ! Reprint Date / Reprint Date/ !

Jara: 15.10.2024 Hata: 15.10.2024 Jlara: 15.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIF3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : H6ykaun® Ixenpece (ubynpoden + napaneTamo), NOPOLIOK A1sl IPHIOTOBJIEHHS

pacTBOpa jijis NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2402059 Batch Quantity / : 17199.00 units /
Cepug Ne O6BeM napTHH 17199.00 eaunui
Analytical Report No. / : 040002688317 Date of Analysis / : 15.10.2024
AxaauTHyecKkuii oTdeT Ne JlaTa aHaam3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npousBojicTea I'oaeH 10
Analysis performed according ND / Anaaus nposenen no HJI: JIT-007239-300721

API name / HaumenoBanue APC: Ibuprofen sodium dihydrate / [
Paracetamol / [Tapauietamon
HoynpodeHa HaTpusa AUrHApaT
INN / MHH: Ibuprofen / U6ynpodeH Paracetamol / [Tapaneramon
API manufacturer batch number / SB2F0004 APAP/24040591

Homep cepun nponssoautens ADC:
FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHH FEQA00628 FERA00433
npousBoauTens I'JIdD:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Hpoussoautens APC, cTpana: BAC® Kopnopeiin, CILIA I'panynec Uuaus Jlumuten, Mnausa |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumedanue: [Ipoaykt cooTBeTcTBYyeT TpedbosaHuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Rama Kant ITpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykoonurensb
Oﬁ” Amit Kumar o
— ‘/X<~ :/»—"
Reprint Date / ' Reprint Date / Reprint Date /
Jara: 15.10.2024 Hara: 15.10.2024 Hata: 15.10.2024
Ragisterad Officer 8-2-327, Rond No. 3, Banjara Hills, Hyderabad - 550034, Telanaany, indin
Tal: +01 A0 4260 2900, Fax: +51 40 : 1 mail@drieddyscam
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