Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
IIpopykT N6yxann® Dxcnpece (ubynpoden + napaneramo.t), NOPOIIOK AJIsl IPUTOTOBJIEHHS

pacTBOpA ISt HpHemMa BHYTpb, 400 m1+325 i
Batch No. / : V2400664 Batch Quantity / : 25875.00 units /
Cepus Ne O6bem nmapTuu 25875.00eq1uu
Analytical Report No. / : 040002520181 Date of Analysis / : 14.05.2024
AHaauTHYecKMil oTyeT No JaTta anajnza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npou3BoACTBA I'open no

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

Ne

1

Test / ITokazaTeas

Result / Pe3yabTaThl

Specification / Hopma

Description / Onucanune

White powder, with a
characteristic odor. /
[Topowok Genoro wuBera ¢
XapaKTepHbIM 3aMaXoM.

White to off-white powder, with a
characteristic odor. / [Topowok ot 6enoro
0 nouTd 0eNoro UBeTa, ¢ XapaKTEpHbIM
3amaxoMm.

Reconstituted solution /
BoccTanoBJeHHbIH pacTBOp

- appearance / Onucanue

Colourless solution with a
characteristic odor, with small

amount of suspended
particles. /  BecuseTHbli
pacTBOp €  XapaKTEepHHIM
3amaxoM, ¢  HeOOJbIINM
KOJINYECTBOM  B3BELICHHBIX
YaCTHII.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /
BecuBeTHBIM pacTBOp ¢ XapaKTEPHBIM

3amaxoM, C BO3MOXHBIM COJEPKAHUEM
HEOOJNBIIOr0 KOJIMYECTBA  B3BELICHHBIX
YacCTHLI.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

ﬂo.uremaner-zo@ﬁeet

Checked by /
[IpoBepeno: Rama Kant

2

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Manoj Kumar j

Reprint Date /14.05.2024
Hata:

Reprint Date /14.05.2024
Jara:

Hara:

Reprint Date /14.05.2024

wenedrraddys.com




Dr.Reddy’s €&

Bpems pacTBopeHust

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoayxTr H6yxnnn® Dxenpece (nbynpoden + napaneramost), HOPOIIOK /ISl IPUTOTOBIEHAS
pacTBopa 1Jisl npHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2400664 Batch Quantity / : 25875.00 units /
Cepus Ne Obbem napTun 25875.00eauHuL
Analytical Report No. / : 040002520181 Date of Analysis / : 14.05.2024
AHaauTH4eckHii oTyeT No JaTta ananuza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npousBoacTBa T'onen oo
Analysis performed according ND / Anaauz nposesen no H/: JIIT-007239-300721
No Test / IlokazaTenn Result / Pe3ybTaThbl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
UeemHOCHY CooTBeTCTBYET exceed color intensity of reference
standard Bo. / PacTBOp mOMKEH OBITH
okpalleH He 0oJiee WHTEHCHBHO, YEM
3TajioH Bo.
3 | Dissolution time / 01 min 02 sec /01 mun 02 cex | Not more than 5 min. / He 6onee 5 MuH.

— Paracetamol / napauemamon

4 | pH of solution / pH pacTBopa 6.6 5.8t07.8./0t 5,8 no 7,8.
5 [dentification / IloxnuHHOCTH Complies / The retention times of the main peaks in
4) by HPLC / BIJKX CoOTBETCTBYET the chromatograms qf test solutions should
correspond to those in the chromatograms
— Ibuprofen / ubynpoqghen of reference standards solution (Assay

section). / BpeMsi ynep)xvBaHUsI OCHOBHBIX
[IMKOB Ha XpOMAaTOrpaMMaXx HCIBITYEMBIX
pacTBOPOB  JIO/DKHBI  COOTBETCTBOBATH
BpEMEHaM yAepKUBaHUS
COOTBETCTBYIOIIMX OCHOBHBIX I[HKOB Ha
XpOMaTOrpaMMax pacTBOpa CTaHNAPTHBIX
obpasuoB  (paszaen «KonumuectseHHOe
OINpeNEICHUEY).

Remarks : The Product confirms to ND/
Ipumevanue: [Ipoaykr cootsercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToarorosneno: Ranjeet

Checked by /
[Tposepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar

GO0, Faxt

CiN: LS 195 AR G84PLTN0AL0T

s drrededvs.com

Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14.05.2024
Jara: Harta: Jara:
Registored Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr H6ykaun® Dxenpece (n6ynpoden + napaneramor), NOPOLIOK AJIsi IPHIOTOBJIEHHS

PACITBOPE Jiisl upieMa BHYTpb, 406 Mr+325 mMr
Batch No. / : V2400664 Batch Quantity / : 25875.00 units /
Cepus Ne O6bemM napTHH 25875.00eauHuUL
Analytical Report No. / : 040002520181 Date of Analysis / : 14.05.2024
AnamaTHYecKHH oTueT No JaTa anajinsa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npou3BoACTBA I'oneH 1o

Analysis performed according ND / Auasun3 nposeaen no HJL: JII1-007239-300721

Ne

Test / Toka3aTeab

Result / Pe3yabTaThl

Specification / Hopma

B) by HPLC-UV / BIXX-Y®
— Ibuprofen / ubynpoden

— Paracetamol / napayemamon

Complies /
CootBeTcTBYyET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposeaenun Tecta  «KonnuecTBeHHOE
onpeaenenuey Y O-CneKTpbl UCTBITYEMBbIX
pPacTBOPOB OTDKHBI COOTBETCTBOBATEL Y O-
CIIEKTPaM  CTaHOAPTHBIX  PacTBOPOB
ubynpodeHa U napaleTamora.

6 [Particle size / Pazmep yacTHi

100 %

93%

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

2 MM — He MeHee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / wacTHL pa3MepOM MeHEe
0,25 MM — He MeHee 60 %.

7 |Water / Boaa

5.0%

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

Remarks : The Product confirms to ND/
Ipumeuanne: JIpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmwouenue: OJJOGPEHO

Prepared by /

Ho;[FOTOBneHO:CEi.S:et

Checked by /

TposepeHo: R@:;:ﬁ?

Approved by: Manager/Executive /
Onob6peno: Menemkep / Pykosoanrtens
Manoj Kumar

Reprint Date /14.05.2024
Hata:

Reprint Date /14.05.2024
Jara:

Hara:

Reprint Date /14.05.2024

034, Telangana, India




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hponykr Hoykann” Ixenpece (ubynpoden + napaueramod), NOPOMIOK /ISl IPHIOTOBJICHHS
pPACTBOPA ISl MpHeMAa BHYTPb, 400 Mr+3z5 mr
Batch No. / : V2400664 Batch Quantity / : 25875.00 units /
Cepust Ne O0bem napTuu 25875.00eanHuL
Analytical Report No. / : 040002520181 Date of Analysis / : 14.05.2024
AHaJHTHYECKHii oTyeT No JlaTa aHayu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npou3BoAcTBa I"onen no
Analysis performed according ND / Auaau3 nposegen no HJI: JIII-007239-300721
- Ne Test / ITokazaTesb Result / Pe3yabTaThl Specification / Hopma

8 |Related substances /
PoacTBeHHbIE PHMeCH
~ibuprofen / ubynpogen

- paracetamol / napauemamon

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

!onpeneneﬂm (TTKO =0.04 %)

Below LOQ / Hwxe mnpeaena
KOJTMYECTBEHHOTO OMpelNesIeHHs

Below LOD (LOD =0.01 %)/ Huxe
npenena obuapyxenus (I10 = 0.01
70)

Below BDL (Disregard Area
6188)/Huxe nopora perucrpalyu
(Area 6188)

Below BDL /Huxe nopora
perucTpanuu

Individual unidentified impurity - not more|
than 0.15 %. / EnuHuunas
HeneHTHOUIMPOBAHHAS TIPUMECH - He
oonee 0,15 %.

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

[mpurity K - not more than 0.15%. /
[Ipumecs K - He Oosnee 0,15 %.
[ndividual unidentified impurity - not
more than 0.10%. / EnvHH4YHad
HeHJIEHTH(GUIMPOBAHHAS IPUMECH - He
oonee 0,10 %.

Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6o1ee 0,5 %.

9 |Uniformity of dosage units /
O).lllUpU)_lllUCl L AUHPUBUITINIL

- ibuprofen / ubynpoghen

3.0

Acceptance value (AV) should not be
more than 15.0. / [1oka3zarensb
npreMieMocTd (AV) nomxeH ObITE HE
oonee 15,0.

Remarks : The Product confirms to ND/

Ilpumeyanue: [IponykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouyenne: OJIOBPEHO

Prepared by /
ITonroroeneno: Ranjeet

Checked by /
Ilposepeno:

Rama Kant
Ll

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykosoaunTen
Manoj Kumar M

Reprint Date /14.05.2024
Jlata:

JHara:

Reprint Date /14.05.2024

Jlara:

Reprint Date /14.05.2024

wavesdrredays.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHUD®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr N6ykmun® Ixenpece (nbynpoden + napaneramos), NOPOUIOK AJisi IPATOTOBJIEHHSI
PACTBOpaA AN npHema By 1 ps, 400 mi+325 mr

Batch No. / : V2400664 Batch Quantity / : 25875.00 units /
Cepus Ne O6bemM napTHH 25875.00e 11 HUL
Analytical Report No. / : 040002520181 Date of Analysis / : 14.05.2024
AHanuTHyecKkHii oTyeT No Jara ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026

aTa IMPOU3BOJACTBA T'open no

Analysis performed according ND / Ananu3 nposenen no H/I: JITI-007239-300721

Ne Test / IToxasaTenn Result / PesyabraTbl Specification / Hopma
Acceptance value (AV) should not be
- paracetamol / napayemamon more than 15.0. / [Tokazarens
2.8 npremieMocTd (AV) gomxeH ObITh He
6onee 15,0.
10 | Microbial limits /
MukpooHoJoruyecKas YacToTa
Less than 1000 CFU/g/ a) Total aerobic microbial count - not
Menee 1000 KOE/r more than 1000 CFU/g. /
Obuiee YHUCJIO a3pOOHBIX
MUKPOOPraHu3MoB - He 6osee 1000 KOE/r.
Less than 100 CFU/g/ b) Total combined yeasts and mould
Menee 100 KOE/r - not more than 100 CFU/g. /
OO11ee YUCIO APOAOKEBBIX U IIECHEBBIX
rpubos - He bonee 100 KOE/r.
Absent per 1 g/ c) Escheri.chi‘a coli. - shall be absent per 1
OTcyTeTBYeT B 1T 2./ Escherichia coli - orcyTcTBHE B 1 T.
11 | Assay / KosaunuecrBennoe

onpenejeHue 401.9mg (100.5%) /

- ibuprofen / ubynpoghen 401.9 mr (100.5%) 360.0 mg to 440.0 mg of Ci3H;3s0.
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mMr no
440,0 mr C3Hi302 (ubynpoden) (ot

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

Honrowsneno@]j eet

Checked by /
Ilpoeepeno: Rama Kant

Bulo

Approved by: Manager/Executive /

Onobpeno: Menemxep / PYKOBOAUTETE
Manoj Kumar _1 ; ?

Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14.05.2024
Hara: Hara: Hara:
Fegistered Oifice: 8-2-337, Boad N

Tol +@

sy drieddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product
IIpoaykr

Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
H6yknun® Jxcnpece (nOynpoden + napaneramos), NOPOIOK AJIsi IPHTOTOBJIEHHS
pacrsopa st npuema sBHyrps, 400 mr+325 mr

Batch No. /
Cepusa Ne

: V2400664

Batch Quantity /
O0Bpem napTuu

: 25875.00 units /
25875.00equHuI

Analytical Report No. /
AHaauTHYecKHii oTyeT Ne

: 040002520181

Date of Analysis /
JaTta ananusa

¢ 14.05.2024

Date of Manufacture /
JlaTa npou3BoacTBA

: 04/2024

TI'ogen no

Date of Expiry /

: 03/2026

Analysis performed according ND / Ananu3 nposenen no H/I: JIII-007239-300721

No Test / [Tokazares

Result / PesyasTaTni

Specification / Hopma

- paracetamol / napayemamon

326.4 mg (100.4%) /
326.4 mr (100.4%)

90,0 % no 110,0% OT HOMHHaANBHOIO
cofiepXaHusl) B OTHOM [aKeTUKE.

292.5 mg to 357.5 mg of CgHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 2925 mr no
357,5mr CsHoNO, (mapaueramon) (0T
90,0 % nmo 110,0 % OT HOMHHAJILHOIO

COJIepP)KaHHsI) B OTHOM MAKETHKE.

12 |Package / YnakoBka

5 g in a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / ITo 5 r B makeTuke
13 KOMOUHHPOBAHHOTO
MaTepuana (JlaMUHUPOBAaHHAs
6ymara/[I19HI/antomuHueBas
donbra/TIHI). ITo 6
NIaKETHKOB BMecTe c
HHCTPYKUHEH MO NMPUMEHEHHIO
B Ma4Ky 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./[To 5T
B [IAKETHKE U3 KOMOWMHHPOBAHHOIO
MaTepuana (naMUHUPOBAHHAS
o6ymara/[T3HIT/anoMunmeBast
donera/[I3HII). [To 6 unu 9 nakeTukos
BMECTE ¢ HHCTPYKIUEH 10 IPUMEHEHHIO B
nayky KapTOHHYIO.

Remarks : The Product confirms to ND/

IIpumeuanne: IIpogykT cooTBeTcTBYET TpeboBanuam HJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
INoaroroeneno: Ranjeet

(D

Checked by /
[Ipoeepeno: Rama Kant

Rl

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoanTelb
Manoj Kumar

Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14.05.2024
Jarta: Jara: Hara:
Registared Nffice: 8-2-237, Road e, 3, Banjara Hills, Hyderabad - 500034, Telangana, indin

¥a.00M




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A
Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoxykr : HM6ykmun® Jkenpece (ubynpoden + napaneramon), HopoLIOK AIs IPHTOTOBIEHHAS
PACTBOPA IS DpHeMa BRYTPs, 400 mr+325 mr

Batch No. / : V2400664 Batch Quantity / : 25875.00 units /
Cepus Ne O0beM napTuu 25875.00eauuun
Analytical Report No. / : 040002520181 Date of Analysis / : 14.05.2024
AHajgnTHYeckHii oTueT Ne JlaTa anaym3sa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jarta npousBoacTBa T'ogen no
Analysis performed according ND / Auanu3s nposegen no HJI: JII1-007239-300721

Ne ~ Test/Ilokasaten Result/ Pesyabratel | Specification / Hopma

13 |Labeling / MapkupoBKa According to ND. / B coorsercTBun ¢ HJI,

14 | Storage conditions / Store below 25 °C. / [1pu Temneparype He Bbiuie 25 °C.

XpaHenue

15 |Shelflife / Cpok roanocrn 2 years. / 2 roja.

API name / Haumenosanue ADC:

Ibuprofen sodium dihydrate /
HbynpocteHna HaTpust AUTHAPAT

npoussoauTens ['JID:

INN/ MHH: Ibuprofen / U6ynpoden Paracetamol / ITapanetamon
API manufacturer batch number / SB2F0004 APAPE2023060685
Homep cepun npoussogurens ADPC:

FP Manufacturer API Batch number /

Homep cepun cyocTanumm FERA00041 FEQAO00345

API Manufactured by & country /
IIpouzBogurens A®C, crpaHa:

Paracetamol / [Tapaeramon

BASF Corporation, USA /
BACO® Kopnopeitmn, CITTA

Granules India Limited, India /
I'panynec Unnus Jlumuten, Muaus

Remarks : The Product confirms to ND/
IIpumevanue: [IponykT coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO

Prepared by / Checked by /

ITonrorosnexno: Ranjeet [IpoBepeHo: Rama&(}:lt
(2 Qulul

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTeib
Manoj Kumar .

Reprint Date /14.05.2024 Reprint Date /14.05.2024
Hara: Harta:

Reprint Date /14.05.2024
Hara:
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