Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoRykT H6ykann® Dxenpece (ubynpoden + napaneramo.), IOPOLIOK 4151 IPUTOTOBJIEHHST
pacTBOpa AJis NpueMa BHYTPb, 400 mr+325 mr N
Batch No. / : V2401890 Batch Quantity / : 25560.00 units /
Cepus No O6nem napTun 25560.00 enuuun
Analytical Report No. / : 040002671784 Date of Analysis / : 14.10.2024
Auaauruyeckuii oTuer No JlaTa anaau3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
I'oaen po

JaTa npouM3BoAcTBa

Analysis performed according ND / Anaan3 nposegen nmo HJ: JITI-007239-300721

Tlopoutox ©Oenoro mnpera c
XapakTepHbIM 3aMaxoM.

Ne | Test / Ilokasaresnb Result / Pesyabtatel | Specification / Hopma
1 | Description / Onucanue White powder, with a White to off-white powder, with a
characteristic odor. /| characteristic odor. / [lopowoxk or 6enoro

OO0 NOoYTH Oenoro UBETa, ¢ XapaKTCpHbIM
3anaxom.

Colourless solution with a characteristic |

| Bpemsi pacTBOpeHHS

2 |Reconstituted solution /
BoccTaHOBJIEHHBIH pacTBOP Colourless solution with a| odor shall be observed, may have small
characteristic odor, with small | 3mount (f,f suspended  particles.  /
- appearance / oRuUcanue —— of SuSpented beciBeTHBIli pacTBOp C XapaKTEPHBIM
i .| 3amaxom, ¢ BO3MOXHBIM coOfepKaHUEM
particles. / BeCuBETHBIH | yo6omioro  konmuecTsa B3BELIEHHBIX
pacTBOp € XapaKTePHBIM | yacrp,
3amaxoM, ¢  HeGONBIINM
KOJIMYECTBOM  B3BElLIEHHBIX
YacTHII.
Ne Test / TlokazaTenn Result / Pe3yanTaThr Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
HeenmHoCHy CooTBeTCTBYET exceed color intensity of reference
standard By. / PactBOop momxeH ObITH
OKpamieH He 6ojee HHTEHCHBHO, 4eM
(I 3TanoH Bo.
3 |Dissolution time / 01 min 06 sec /01 mun 06 cexk | Not more than 5 min. / He 6onee 5 MuH.

Remarks : The Product confirms to ND/
llpumeuanmne: I[IpogykT coorBeTcTBYeT TpeboBanusam 11|

Conclusion : APPROVED /
3akmouenne: O JOGPEHO

Prepared by /
IToarorosneno:Pardeep Kumar

——

Checked by /
IIpoeepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoautens
Amit Kumar

/'\,\--J\(//

Reprint Date /
Jara: 14.10.2024

Reprint Date /
Hata: 14.10.2024

Reprint Date /
Jara: 14.10.2024




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr N6yxaun® Dxcenpece (u6ynpoden + napaneTamod), NOPOLIOK AJIsi TPHIOTOBIEHHSI
pacTBopa AJs nNpHeMa BHYTpPb, 400 Mr+325 mr

Batch No. / : V2401890 Batch Quantity / : 25560.00 units /
Cepus Ne O6beM mapTun 25560.00 eqvHuL
Analytical Report No. / : 040002671784 Date of Analysis / : 14.10.2024
AHanuTHYecKUl oTueT No JlaTa ananu3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa nIpoH3BOACTBA T'omen po
Analysis performed according ND / Anaan3s nposenen no HJI: JITI-007239-300721 o

Ne |

A4) by HPLC / BOXX

Test / Ilokazatens
4 | pH of solution / pH pacTBOpa

5 [[dentification / HogTuHHOCTH

— Ibuprofen / ubynpoghen

B) by HPLC-UV / BOXX-Y®
— Ibuprofen / ubynpogen |

— Paracetamol / napayemamon

Result / PesyabTaTs!

Specification / HEpMa

6.6

5.8t07.8./0t15,8 107,8.

Complies /
CooTBeTCcTBYET

— Paracetamol / napayemamon

The retention times of the main peaks in |
the chromatograms of test solutions should

| BpeMeHaMm

correspond to those in the chromatograms
|of reference standards solution (Assay
|section). / Bpemsl yaep>KUBaHU S OCHOBHBIX
| IMKOB HAa XPOMATOrPaMMax HCIBITYEMbIX
pacTBOpPOB  JOJDKHBI ~ COOTBETCTBOBATH
yaepKUBaHWsl
COOTBETCTBYIOIIHX OCHOBHBIX MHKOB Ha
XpOMaTOrpaMMax pacTBopa CTaHJAPTHBIX
obpasioB  (pazaen  «KonuuecTBeHHOE
OTpeNeNCHUEY).

Complies /
CooTBeTCTBYET

When carrying out the "Assay" test, the '
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBeneHUH TecTa  «KOJHUYECTBEHHOE
onpenenenue» Y O-COeKTpsl UCHLITYEMBIX
pPacTBOPOB TOJDKHBEI COOTBETCTBOBATE Y -
CHOEeKTpaM  CTaHJapTHBIX  PacTBOPOB
nbymnpodeHa u napaneTaMona.

Remarks : The Product confirms to ND/
TMpumeyanue: [Mpouykr coorserersyer rpebosanuim HJT

Conclusion : APPROVED /
3axkimouenue: OJIOGPEHO

Prepared by /
[Tonrorosneno:Pardeep Kumar

Checked by /
[Iposepeno: Pawan Kumar

y

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

/&/‘ :/Lf/

!

Reprint Date /

Jlata: 14.10.2024

Reprint Date /
Jara: 14.10.2024

Reprint

Jara: 14.10.2024

Date / v
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxt Hoykann® Dkenpece (ubynpoden + napaneramMmodr), MOPOLIOK AJist IPHTOTOBJICHHS
pacTBOpa AJis IpueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2401890 Batch Quantity / : 25560.00 units /
Cepust Ne O0bem napTun 25560.00 exunun
Analytical Report No. / : 040002671784 Date of Analysis / : 14.10.2024
AHanuTHYecKHil oTueT No JaTa ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTta npousBoacTaa I'open no -

Analysis performed according ND / Anann3 nposeaen no H/I: JITI-007239-300721

Specification / Hopma
Particle size less than 2 mm — not less
than 95 %; / YacTuu pa3mepom Menee
2 MM — He meHee 95 %,

Particle size less than 0.25 mm - not less
than 60 %. / 4acTull pa3MepPOM MeHee
0,25 MM — He MeHee 60 %.

PojcrBeHHBIE MpHMecH
~ibuprofen / ubynpodpen

- paracetamol / napavemamon

No Test / Tlokasarenr _liesult / PesynbTaThl
6 |Particle size / Pazmep yactuig 100 %
95%
|
|
7 |Water / Bona 5.6%
8 Related substances / )

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

Below LOQ (LOQ=0.04 %)/ Huxe
npenena KOJIM4ECTBEHHOTO
onpeaenenus (ITKO = 0.04 %)

Below LOQ/ Hmke npenena
KOJIMYECTBEHHOTO OTNpeAcneHu st

Below LOD (LOD = 0.01 %) / Huxe
npenena obuapyxenus (I1O = 0.01
%o)

Individual unidentified impurity - not more
than 0.15 %. / Ennuuynas
HEeUIeHTU(HLHPOBAHHAS IPUMECH - HE
6oinee 0,15 %.

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

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

Remarks : The Product confirms to ND/
ITpumeuanne: ITIpogyKT COOTBETCTBYET

tpeboBanusiM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

[Toaroroeneno:Pardeep Kumar | [Ipos

Checked by /

epeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemep / Pykopoaurens

Amit Kumar ke
= | /
Reprint Date / Reprint Date / Reprint Date /
Jlara: 14.10.2024 Jlata: 14.10.2024 Jata: 14.10.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabac - 500034, Telangana, India
Tel: +91 40 4800 2200, Fax: +81 40 4900 2999, Email: imail@drreddys.com

CIN: LS5195AP1084PLCCCAS07
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJINU3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IMpoaykt H6yxann® Dxcnpece (ubynpodeH + napaneramMmor), NopoLIOK /15l IPUIOTOBJIEHHS]
pacTBopa JJ1s nIpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2401890 Batch Quantity / : 25560.00 units /
Cepusi Ne O0Bem napTun 25560.00 egmnur
Analytical Report No. / : 040002671784 Date of Analysis / : 14.10.2024
AHanuTH4YecKHit oT4yeT No Jara anaymza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jlara npousBoacTBa I'ogen o -
Analysis performed according ND / Anaaus nposeaen no H: JIII-007239-300721 -
Ne ' Test / ITokasaTenb Result / Pe3yabTaThl gpmfication / Hopma
Below BDL (Disregard Area 6349) [Individual unidentified impurity - not
/Huxe nopora peructpaumu (TP |more than 0.10%. / EndanuHas
Area 6349) HenaeH T PUUMPOBAHHAS IPUMECH - HE
Bonee 0,10 %.
Below BDL/ Hwxe mopora Tota] impurities - not more than 0.5%. /
perucTpaln I(CymMma npumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
T A Acceptance value (AV) should not be
more than 15.0. / [Tokazarenb
- ibuprofen / ubynpoghen 6.7 npuemiieMocTd (AV) noykeH ObITh He
6onee 15,0.
Acceptance value (AV) should not be
1/ 3.0 more than 15.0. / TTokasarens
[P B0/ I PREHILR DR npuemiieMocTd (AV) JomkeH ObITh HE
- Gonee 15,0. -
10 | Microbial limits / NIL CFU/g/ a) Total aerobic microbial count - not
Muxpo6uosiornyeckast YHCTOTA KOE/r more than 1000 CFU/g. /
Obuiee 41Ccno a3poOHBIX
MIKpOOprannamMos - He 6osee 1000 KOE/T.
NIL CFU/g/ b) Total combined yeasts and mould
KOE/r - not more than 100 CFU/g. /
{OGILee YHCIO APONOKEBBIX M TIIECHEBBIX
rpibos - e 6onee 100 KOE/T.
c¢) Escherichia coli - shall be absent per 1
| Absent per 1 g/ ./ Escherichia coli - orcyrcTBue B 1 T.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [IpoaykT cooTBeETCTBYET TpeboBanusM HJJ

3axmouenne: OJOBPEHO

Prepared by /
[Toarorosneno:Pardeep Kumar

Checked by /
IIposepeno: Pawan Kumar

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

i
=

/

/
/

Reprint Date /

Jara: 14.10.2024

Reprint Date /
Hata: 14.10.2024

Reprint Date /
Hata: 14.10.2024

-
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoayxr Hoykmun® Dxenpece (ubynpodeH + napaneramod), NOPoOUMIOK [Jisi IPHTOTOBJIEHHST
pacTBopa sl IpHueMa BHYTphb, 400 mr+325 mr
Batch No. / : V2401890 Batch Quantity / : 25560.00 units /
Cepusa Ne O0bem napTuu 25560.00 enunuis
Analytical Report No. / : 040002671784 Date of Analysis / : 14.10.2024
AHanuTH4ecKHid oTyeT No JlaTa ananu3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BoacTBa T'open no -
Analysis performed according ND / Anasins nposeaen nmo HJI: JIII-007239-300721 -

- paracetamol / napayemamon

320.9 mg (98.7%) /
320.9 mr (98.7%)

190,0% no 110,0% oT HOMHHAJIBHOTIO

Ne | Test / IlokazaTe/n Result / PesyabraTel ‘Specification / Hopma
i | Orcyrerayer B 1Ir '
11 | Assay / Koanuecreennoe
onpejejeHne
- ibuprofen / ubynpogen 383.0 mg (95.7%) / 360.0 mg to 440.0 mg of Ci3His0;
383.0 mr (95.7%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 wmr )10'
440,0 mr C;3Hi30»  (ubynpoden) (ot

coz[epxca}m;l) B OJHOM MAaKETHUKE.

292.5 mg to 357.5 mg of CgHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mMr no
357,5mr CsHoNO, (mapaueramon) (ot
90,0 % pmo 110,0 % OT HOMHHANBHOIO
COJIEp)KaHUS) B OTHOM MaKETHKe.

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykr coorBercTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
Sakaouenue: OJOBPEHO

Prepared by /
[MoxnrororneHo:Pardeep Kumar

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoautesb

Amit Kumar N
&—L’f 4@— /&T/
Reprint Date / Reprint Date / Reprint Date / -
Jara; 14.10.2024 Hara: 14.10.2024 MHara: 14.10.2024
Registered Officer 8-2-327, Road Mo, 2, Banjara Hills, Hyderahad - ECO03S, Telangang, India

Tl #0140 4260 2900, Fax:

-
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Dr.Reddy'’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr Ho6yxaun® Dxenpece (ubynpoden + napaneramo.n), NOPOIIOK AJisi IPUTOTOBJIEHHsT

pacTBOpa AJsi npueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401890 Batch Quantity / : 25560.00 units /
Cepust Ne O0nem napTHH 25560.00 exnuuu
Analytical Report No. / : 040002671784 Date of Analysis / : 14.10.2024
AHANUTHYECKHI oTUeT Ne Jara ananuza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npoM3BoOACTBA I'onen no - |

Ne | Test / Tlokasarens
12 |Package / YnakoBka

Analysis performed according ND / Anaans nposegen no H/I: JIII-007239-300721

Result / PesynbTaThbl

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 nakeTHke
U3 KOMOUHUPOBAHHOTO
Mmartepuana (JaMUHMPOBaHHAsS
6ymara/IT1DHIl/antoMuHKeBas
¢donera/l[12HII). Ilo 6
MaKEeTUKOB BMECTE c
HHCTPYKIMEH MO TPHMEHEHHIO
B Ma4YKy KapTOHHYIO.

13 |Labeling / MapkupoBKka

14 |Storage conditions /

XpaHenue

5 gin a sachet of a combination material
(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack. /Ilo 5
B MaKkeTHKe W3 KOMOWHMPOBAHHOTO
Matepuana (maMURVpOBaHHas |
6ymara/[1DHI/amomunnesas '
donera/[T2HII). Tlo 6 unu 9 nakeTHkoB
BMECTE C HHCTPYKUHUEH 0 NPUMEHECHHIO B
nayKy KapTOHHY!O.

According to ND. / B cootserctBru ¢ HJI.

Store below 25 °C. / Ilpu temneparype He Bbiile 25 °C,

15 |Shelf life / Cpok ronnoctu

.2 years. / 2 roza.

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJ

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /
IToprotoeneno:Pardeep Kumar

Checked by /
[Iposepeno: Pawan Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoauteib
Amit Kumar

<~
.//

Reprint Date /

Hata: 14.10.2024

Reprint Date /
JlaTa: 14.10.2024

Reprint Date / v
Jara: 14.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product : Tbuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : MOykaun® Jxcnpece (uGynpoden + napaneramon), IOPOILOK AJIsi IPHTOTOBJIEHHS]
pacTBOpa AJs NpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401890 Batch Quantity / : 25560.00 units /
Cepus Ne Oo6beM mapTuu 25560.00 enunmL
Analytical Report No. / : 040002671784 Date of Analysis / : 14.10.2024
AHaJuTHYeCKHId oTyeT Ne JaTa anann3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npon3soicTea I'ogen no

Analysis performed according ND / Anaan3 nposenen mo HJI: JIII-007239-300721

API name / Haumenopanue APC: Ibuprofen sodium dihydrate /
Paracetamol / ITaparetamon
Hbynpodena HaTpust AUruapaT
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / SB2F0004 APAPE2023060680

Homep cepun npoussogureas ADC:

FP Manufacturer API Batch number /

Howmep cepuu cy6cTanuu FEQAO00628 FEQAO00453

npoussogures I'JID:

API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /

[Ipouspoautennr APC, crpana: BAC® Kopnopeiimn, CHLIA I'panynec Unnusd Jlumuten, Manus

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

IIpumeyanue: [Iponykt coorBeTcTBYET TpeboBaHusIM HJI 3axaouenne: OJJOBPEHO

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

IToprorosneno:Pardeep Kumar | Ilposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosonuresns
«;f,f; 42\ ARIEEENE /S(‘.‘;

Reprint Date / Reprint Date / Reprint Date / i

JaTa: 14.10.2024 Jata: 14.10.2024 Jara: 14.10.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanzana, Indin
Tel: +91 40 41960 2900, Fax: +91 40 4900 2999, Email: mail @dsreddys.com
CIN: L851954P1984PLCOOASGT
wwLdrreddays.con




