Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT H6yxnnn® Dxenpece (ndynpoden + napaueramoit), HOpoLIOK JJist IPHIOTOBJIEHHS]
pacTBOpa AJisl IpHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2402353 Batch Quantity / : 25846.33 units /
Cepus No O0bem napTun 25846.33 equHull
Analytical Report No. / : 040002745440 Date of Analysis/ : 30.11.2024
AHaJimTHyeckHii oTyeT No JaTa anaansa
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JaTa npou3BoicTBa - I'ogen po -
_Analysis performed according ND / Anaaus nposenen no H/I: JIII-007239-300721 -

L Ne | Test / Ilokazaren ‘ Result / Pe3yibTaThl
| 1 |Description / Onncanue |White  powder, with a White to off-white powder, with a
characteristic odor. /| characteristic odor. / [lopowok ot 6enoro

[Topowok ©Oenoro usera ¢

Specification / Hopma

A0 MOYTH oenoro BETa, ¢ XapaKTCPHbIM

XapaKTEePHbIM 3aMaXOM. | SallaxoM.
|- | |
2 |Reconstituted solution / :Colourless solution with a characteristic|
BoccTraHoB/IeHHBIH pacTBOp Colourless solution with a odor shall be observed, may have small |
' characteristic odor, with small | @mount va suspended  particles. /
- appearance / onucaiue B — of suspended BecupeTHblli pacTBOpP C XapakTEPHbIM
i _ | 3anaxoM, ¢ BO3MOMHBIM COJIEpPKaHUEM
particles. / becueTHbIl | ogoniioro  KonmdecTBa  B3BelICHHBIX |
pacTBOp  C  XapaKTepHBIM | yacTym, :
3anaxoM, ¢  HeOONbIINM
KOJIMYECTBOM  B3BCLUEHHBIX
YACTHIL.
N Test / IlokazaTesn Result / PesynbTaTbl Specification / Hopma
- Color of the solution / Complies / | Color intensity of the solution does not |
HeemHoOCmb CooTBeTcTBYET | exceed color intensity of reference
| | standard By. / PacTBop [oinxkeH ObITb
okpailleH He 0oJjiee HMHTEHCHBHO, YEM
‘ 3TanoH Bo.
3 | Dissolution time / 01 min 08 sec /01 muu 08 cex | Not more than 5 min. / He 6oyiee 5 MuH.
Bpems pacTBopenus |

Remarks : The Product confirms to ND/
ITpumeyanue: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by / Checked by /
IMToarorosnexo: Pardeep Kumar | ITpoepeno: Pawan Kumar

C?:I:’T— 4—_‘

Approved by: Manager/Executive /
Onobpeno: Mernemxep / PYKoBOIUTENb
Amit Kumar L—

N—

Reprint Date / 'I
Jara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date / !
JHarta: 30.11.2024




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykt : M6ykmun® Ixcnpece (ubynpoden + napamneramod), NOPOIIOK /ISl NPUIOTOBICHHS
pacTBopa AJisl IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2402353 Batch Quantity / : 25846.33 units /
Cepus Ne Oo6bem napTHH 25846.33 einHull
Analytical Report No. / : 040002745440 Date of Analysis / : 30.11.2024
AHaJiuTHYeCKHi oTUeT Ne JlaTa aHannza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
| JlaTa npoH3BOACTBA T'oxen no -
Analysis performed according ND / Ananus nposeaen no HJI: JITI-007239-300721 -
Ne [ Test / [TokasaTenn Result / PesyabTatTnl Specification / Hopma |
4 |pH of solution / pH pacTBOpa 6.7 5.8t07.8./0t15,8 no 7,8.
5 [[dentification / IlogsmnnocTh Complies / The rctention times of the main peaks in
) by HPLC / BIKX CoOTBETCTBYET the chromatograms qf test solutions should
correspond to those in the chromatograms
— Ibuprofen / ubynpoghen of reference standards solution (Assay|
section). / BpeMs yaepxH1BaHHU 1 OCHOBHBIX
~ Paracetamol / napayemamon [IMKOB Ha XpOMAaTorpaMmax HCIHBITYEMbIX
pacTBOpOB  MOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM yASPKUBaHUSI
COOTBETCTBYIOILUX OCHOBHBIX MHKOB Ha
XpoMarorpaMmax pacTBopa CTaHIApTHBIX
obpasuop  (pazgen  «KomuuecTBeHHOE
. | OTIpeNieNICHHEY).
B) by HPLC-UV / BOXX-Y® Complies / When carrying out the "Assay" test, the|
CoOOTBETCTBYET UV spectra of the test solutions should

— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposefienun Tecta «KonM4ecTBEHHOE
omnpeneneHne» Y O-CHeKTPbl HCIBITYEMBIX
PacTBOPOB JIOJKHBI COOTBETCTBOBATE Y O-
CeKTpaM  CTaHJApTHBIX  pacTBOPOB
ubynpodeHa u napaueramorna.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxawyenue: OJJOBPEHO

Prepared by /
IToarorosseHo: Pardeep Kumar

C:Lf:'/

Checked by /

ITpoeepeno: Pawan Kumar

.

Approved by: Manager/Executive /
Onobpeno: Menexep / Pykoroanrens
< b=

Amit Kumar f\( :;’//

Reprint Date /
Jata: 30.11.2024

Reprint Date /

Jara: 30.11.2024

Reprint Date /
Jara: 30.11.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoAykT Ho6ykmmu® Jxenpece (mOynpoden + napaueramol), NOPOIOK sl IPHIOTOBJIEHHSI

pacTBOpa AJist IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / 1 V2402353 Batch Quantity / : 25846.33 units /
Cepng Ne O0bem naprun 25846.33 eqnHuu
Analytical Report No. / : 040002745440 Date of Analysis / : 30.11.2024
AnaJTHyeckuii oTuer Ne JaTa ananusa
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npou3BoACTBA I'ogeH oo ]
| Analysis performed according ND / Ananus nposeaen no HJL: JII1-007239-300721

Test / [Toka3zaTeanb

Result / PesyabTaThl

7 Water / Bona

6 |Particle size / Pa3zmep wacTun

100 %

96%

Specification / Hopma .
Particle size less than 2 mm — not less
than 95 %; / YacTuu pazmepom MeHee

2 MM — He menee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / yacTHll pa3MEPOM MEHEE
0,25 MM — He MeHee 60 %.

]
|

54%

Not more than 8.0 % w/w. / He Gonee|
8,0 %.

8 [Related substances/
PoncrBeHHbIE PHMeECH
~ibuprofen / uoynpodghen

- paracetamol / napauemamon

Below LOQ (LOQ = 0.04 %) / Huxe
npenena KOJIHYECTBEHHOTO
onpenenenus (ITKO = 0.04 %)

Below LOQ/ Hwxke npeaena
KONIHYECTBEHHOTO OMpPEAENCHHS

Below LOD (LOD = 0.01 %) / Hixe
npenena ooHapyxenus (ITO = 0.01

%)

Individual unidentified impurity - not more
than 0.15 %. / Eayau4Has
HenAeHTHGHLMPOBAHHAS NPUMEChH - HE
6onee 0,15 %.

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

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

Remarks : The Product confirms to ND/
HOpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3axmawuenue: OJOBPEHO

Prepared by /

IMoarororneHo: Pardeep Kumar

Checked by /
ITpoBepeno: Pawan Kumar

.

Approved by: Manager/Executive /
Onobpeno: Meremxep / Pykosonutesnb
Amit Kumar

Pt

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date/  V
Hara: 30.11.2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr Hoyxaun® Dxcnpece (n6ynpoden + napaneramo.), NOPOLUIOK AJist IPUTOTOBJIEHHS
pacTBopa JJisl NpueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2402353 Batch Quantity / : 25846.33 units /
Cepnsa Ne O0beM napTuu 25846.33 enMHuL
Analytical Report No. / : 040002745440 Date of Analysis / : 30.11.2024
AHaJUTHYECKHId 0TUeT Ne JlaTa aHaau3a
Date of Manufacture / : 1172024 Date of Expiry / : 10/2026
JaTta npou3BoACTBA T'oaen o

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

NQ!

Test / IlokaszaTeanp i

Result / Pe3yibTaThl

Specification / Hopma

Below BDL / Huxe nopora

Cymma npumeceii - He Gosiee 0,5 %.

Individual unidentified impurity - not
more than 0.10%. / Exunuunas
HEUAEHTHOUIIMPOBAHHAS MTPUMCCh - HE
oosnee 0,10 %.

Total impurities - not more than 0.5%. /

Acceptance value (AV) should not be
more than 15.0. / IlokazaTens
npuemaeMocTy (AV) nokeH ObITh He
Honee 15,0.

Acceptance value (AV) should not be
more than 15.0. / [TokazaTenb
npueMaeMocTd (AV) To/keH OLITh HE
oonee 15,0.

10

iperucTpalnu
Below BDL / Hike nopora
[perucTpanuu
9 |Uniformity of dosage units /
OIHOPOAHOCTH JO3HPOBAHHS
i- ibuprofen / ubynpoden 1.9
|
- paracetamol / napauemamon 0.9
Microbial Limits 7] NIL CFU/g /
Mikpo6uosioruyeckas YHCTOTA KOE/r
NIL CFU/g/
KOE/r

Absentper 1 g/
| OrcytcTBYET B 1T

a) Total aerobic microbial count - not |
more than 1000 CFU/g. /
Obuiee YHCIO a3pOOHBIX

MHKpOOpPraHu3mMoB - He 6onee 1000 KOE/T.
b) Total combined yeasts and mould
L not more than 100 CFU/g. /

|O0uiee YKCNO JPOXOKEBBIX U INIECHEBHIX
Irpudos - He 6onee 100 KOE/T.

{c) Escherichia coli - shall be absent per 1
|z./ Escherichia coli - orcyTcTBHE B 1 T.

IIpumeuanue

Remarks : The Product confirms to ND/

: [IponykT cooTBeTcTBYeT TpeboBanuam H/I

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /

IMoxrororneno; Pardeep Kumar

Checked by /
[posepeno: Pawan Kumar

K

2

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoaurens
Amit Kumar

.'://

IS

Reprint Date /

Jata: 30.11.2024

Reprint Date /
Jara: 30.11.2024

’ Reprint Date /
Hara: 30.11.2024

|
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- ibuprofen / udynpodren

- paracetamol / napayemamon |

404.5 mg (101.1%) /
404.5 mr (101.1%)

319.8 mg (98.4%) /
319.8 mr (98.4%)

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr H6yknnn® Dxenpece (u6ynpoden + napaneTamoi), HOPOLIOK /JIsi NPUTOTOBJICHHS
pacTBopa [Jjsi NpHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / 1 V2402353 Batch Quantity / : 25846.33 units /
CepHusa Ne O6bem napTum 25846.33 eqnuuy,
Analytical Report No. / : 040002745440 Date of Analysis / : 30.11.2024
AHaauTuyeckHii oTueT Ne Jata apanuza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTta npoM3BoACTBA T'onen 10 -
| Analysis performed according ND / Ananus nposeaen no HJI: JII-007239-300721 ]
- Ne ~Test / Iloka3areb ] Result / Pe3yabTaTsl Specification / Hopma
11 i Assay / KoumnuecTBeHHOE
|onpenenenne

360.0 mg to 440.0 mg of Ci3H50:
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr no
440,0 mr Ci3H1302 (ubynpoden) (ot
90,0 % gm0 110,0% oOT HOMMHAJIBHOI'O
coflepXanus) B OJTHOM MaKeTHKe.

2925 mg to 357.5 mg of CgHsNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mMr pno
357,5mr CsHoNO, (mapaueramoin) (oT
90,0 % nmo 110,0 % OT HOMHHAILHOrO
coZiepKaHusi) B OTHOM MaKeTHKe.

Remarks : The Product confirms to ND/

ITpumeuanue: IIponykt coorseTcTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
Jaxaroyenne: OJOBPEHO

Prepared by / Checked by /

IToproroeneno: Pardeep Kumar

IIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Meremkep / Pykosoauresns
-

Amit Kumar - )
/\’ /

Reprint Date /

JHata: 30.11.2024

Reprint Date /
Jara: 30.11.2024

{

Reprint Date / |
Jara: 30.11.2024
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Opoaykt : M6yknun® xcnpece (uGynpoden + napaneramodr), OPOWOK AJIst MPHIOTOBJICHHS

pacTBoOpa A8 npueMa BUYTpb, 400 Mr+325 mr
Batch No. / 1 V2402353 Batch Quantity / : 25846.33 units /
Cepsin Ne O6beM napTiH 25846.33 eqrnHuly
Analytical Report No. / : 040002745440 Date of Analysis / : 30.11.2024
AHaJUTHYECKHIT oT4eT No JlaTa ananau3a
Date of Manufacture / 1 1172024 Date of Expiry / : 10/2026
Jara npousBoacTBa Tonen no il

Analysis performed according ND / Ananns mposeaen no HJI: JITT-007239-300721

e

Test / IToxazaTean

| 12 |Package / YnakoBka

Result / PeayabTaThl

| Specification / Hopma

|5 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
u3 KOMOWHHUPOBAHHOTO
MaTtepuana (JlaMHHUPOBaHHAsS
oymara/II9HIT/antomuinnesas
¢dhonsra/IISHIT). [lo 6
MaKeTHKOB BMECTE €
HHCTpYKIUEH Mo TMPHMEHEHUIO
B 124Ky KapTOHHYIO.

'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. /Ilo S r
B [AKeTHKe W3 KOMOMHHPOBAHHOIO
marepurana (naMHUHUpOBaHHas

oymara/[19HI1/amomuHnesas
donera/TI2HII). Ilo 6 unu 9 naxernkos
BMECTE C HHCTPYKIIHEH N0 IPUMEHEHHIO B
[a4YKy KAPTOHHYIO.

I _
13 | Labeling / MapkupoBka

According to ND. / B coorsetctBun ¢ HJI.

14 |Storage conditions /

Xpasenue

Store below 25 °C. / TIpu TemnepaType He Bbite 25 °C.

15

il

Shelf life / Cpox rogHocTH

2 years. / 2 roga.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorseTcTBYET TpeboBaHusaM H/I

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

Checked by /
IIpoeepeno: Pawan Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenb
Amit Kumar

|

N

o
Reprint Date /
Hara: 30.11.2024

Reprint Date / Reprint

Jata: 30.11.2024

Jara: 30.11.2024

Date / ¥




Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT H6yxaun® Dxenpece (u0ynpodeH + napaneTamot), HOPOLIOK /ISl HPHIOTOBJIEHHS

pacTBopa Al NpHemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2402353 Batch Quantity / : 25846.33 units /
Cepusa Ne O6beM napTuu 25846.33 eauHUL
Analytical Report No. / : 040002745440 Date of Analysis / : 30.11.2024
ApajJuTHyeckuii oTueT Ne Hdara anaymsza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JaTa npousBoACTBA T'onen no L

Analysis performed according ND / Auajiu3 npoBe/ieH 1o HJL: JII-007239-300721

API name / HaumenoBanue ADC: Ibuprofen sodium dihydrate /
Paracetamol / [lapauieramon
HoynpodeHa HaTpUst UTHAPAT
INN / MHH: Ibuprofen / U6ynpodeH Paracetamol / 1lapaueramon
API manufacturer batch number / SB1F0029 APAP/24091293

Homep cepun npoussogutens ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTtannuu FERA00596 FERAO00538
npousBogutes I'JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIpoussoaurtens APC, ctpana: BAC® Kopnopetius, CITA I'panynec Uunus Jlumuren, Mnaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: I1ponyKT cooTBeTCTBYET TpeboBaHusaM H/I 3axmwovyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TTonrotorneHo: Pardeep Kumar | [IpoBepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoaureb
() Amit Kumar N =

e A o
Reprint Date / Reprint Date /' Reprint Date / \
Hata: 30.11.2024 Jata: 30.11.2024 Jara: 30.11.2024




