Dr.Reddy’s ‘:o

CERTIFICATE OF ANALYSIS

| XapaKTEPHBIM 3allaXoM.

Ilopowok 6enoro uBera ¢

CEPTUDPUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Npoaykr : M6ykaun® Ixenpece (ubynpoden + napaneramo.r), IopomoK AJjisi IPUTOTOBJIEHHST
pacTBopa AJs NpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2401757 Batch Quantity / : 16302.00 units /
Cepusa Ne Oo6beM napTHH 16302.00 eaunmuil
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AHaauTHYeCKHi oTyeT Ne JaTa ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npon3BoAcTBa I'onen o
Analysis performed according ND / Ananus nposeaen no HJ/I: JIIT-007239-300721

Ne Test / Ilokazatenn Result / PesyabTaThl Specification / HQpM_a

1 |Description / Onucanue White powder, with a|White to off-white powder, with a

' characteristic odor. /| characteristic odor. / ITopoiok or 6enoro

Jo moutu 6enoro OBE€Ta, ¢ XapaKTCPHBIM
3araxoM.

2 | Reconstituted solution /
BoccTaHOB/IEHHBII pacTBOp

- appearance / onucanue

amount of suspended

| particles. /  bBecupeTHBIi
pacTBOp ¢  XapakKTepHBIM
3amnaxoM, ¢  HeDoNBIIUM
KOJIMYECTBOM  B3BEUICHHBIX
YaCTHII.

Colourless solution with al
characteristic odor, with small

Test / Iloxkazatesn

Result / PesyabTaThl

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /|
BecuBeTHBIE pacTBOp C XapaKTEPHBIM
3arMaxoM, C BO3MOXHBIM COZIEpPKaHHEM
HeOOJNBIIOr0  KOJMYECTBA BIBELIEHHBIX
YACTHII.

Specification / Hopma

- Color of the solution /
HeemHocmo

Complies /
CooTBeTCTBYET

Color intensity of the solution does not
exceed color intensity of reference standard
By. / PacTBOp HOMWKEH OBITE OKpallieH He
6oJiee MHTEHCHBHO, Y€M 3TaJIOH Bo.

Dissolution time /
Bpemsi pacTBopeHust

01 min 05 sec/ 01 muu 05 cex

Not more than 5 min. / He Gonee 5 MuH.

4 | pH of solution / pH pacTBOpa

6.7

5.8t07.8./0t15,8 10 7,8.

Remarks : The Product confirms to ND/

Hpumeuanmne: [Ipogykt coorBeTcTBYET TpeboBanusm HJI

3akio

Conclusion : APPROVED /

yenune: OJJOBPEHO

Prepared by /
IonroroBneHo: Yograz

&g

Checked by /
IIpoepeno: Rama Kant
N

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurenp (’
Manoj Kumar ,\(NQ,U'“

Reprint Date/
Hata: 17.09.2024

Reprint Date /
Hata: 17.09.2024

Hata: 1

Reprint Date /

7.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4500 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr U6ykaun® Dxenpece (u6ynpoden + napaneramo), MOpoIIOK /IS IPHIOTOBJIEHHS]
pacTBopa AJis pueMa BHyTpb, 400 mr+325 mr
Batch No. / : V2401757 Batch Quantity / : 16302.00 units /
Cepus Ne O6beM mapTuu 16302.00 equuur
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AHaJIMTHYECKH oTyeT Ne JlaTa anaynza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA I'opeH g0
Analysis performed according ND / Ananunz nposeaen no HJ: JITI-007239-300721
. Ne | Test/IokasaTeap | Result / Pesyaprater | ~ Specification / Hopma
5 [dentification / IlopmuaHOCTH Complies / The retention times of the main peaks in the
) by HPLC/ BIKX CooTBeTcTBYET chromatograms of ‘ test solutions should
correspond to those in the chromatograms of
— Ibuprofen / ubynpogpen reference  standards  solution (Assay
section). / BpeMsl ynepxuBaHUs OCHOBHBIX
— Paracetamol / napauemamon MUKOB HAa XpOMATOrPaMMaX HCIIBITYEeMbIX
pacTBOpOB  AODKHBI  COOTBETCTBOBATH
BpeMeHaM YAEepKHABaHUS
COOTBETCTBYIOIIUX OCHOBHBIX MHKOB Ha|
XpoMaTorpaMMax pacTBOpa CTaHAAPTHBIX
obpasuor  (pazgen  «KomuyecTBeHHOE
B oIpefiesieHUE»). -
B) by HPLC-UV / BOXX-Y® Complies / When carrying out the "Assay” test, the
CooTBeTcTBYET UV spectra of the test solutions should
~ Ibuprofen / ubynpogen correspond to those of ibuprofen and|
— Paracetamol / napauemamon paracetamol standard solutions. / [lpu|
'mpoBeneHun  Tecta  «KomuuectBeHHOE
onpeneneHne» YD-CHeKTpbl HCHBITYEMBIX
PACTBOPOB JO/DKHBI COOTBETCTBOBaTH Y P-
CHEKTpam CTaHAAPTHBIX pacTBOpOB

uhynpothera u mapaneTaMnna,

Remarks : The Product confirms to ND/
IIpameyanne: IIpogykt coorBeTcTBYET TpeboBanusm HI

Conclusion : APPROVED /
3axkmouenue: OJIOGPEHO

Jara: 17.09.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Yograz ITpoBepeno: Rama Kant Opnobpeno: Menemxep / Pykogonureis Q

B p A Jul= | Manoj Kumar Al
Reprint Date / Reprint Date/ ° * Reprint Date /

Hara: 17.09.2024

HJara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoaykr Ho6ykann® Drenpece (nGynpoden + napaneramMmost), NOPOLUIOK AJs PHTOTOBJICHHS
pacTBopa JAJs npuemMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2401757 Batch Quantity / : 16302.00 units /
Cepns Ne O0beM napTHH 16302.00 eanHiN
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AnpajguTnyeckuii oTuer Ne JlaTa anaausza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npomM3BojcTBa T'onen g0

Analysis performed according ND / Anaans nposesien mo HJI: JIT1-007239-300721

~ Ne Test / [lokazaTenan Result / Pe3yabraThl _ Specification / Hopma o

6 |Particle size / Pazmep uacTun 100 % Particle size less than 2 mm — not less
than 95 %; / YacTuu pazMepoM MeHee 2 MM
— He MeHee 95 %;

97 % Particle size less than 0.25 mm — not less
than 60 %. / yacTull pa3MePOM MeHEE
0,25 MM 11e Meriee (G0 %
| | |
7 |-Water / Bona 4.5% Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 Related substances /
PoacTBeHHBIE IPUMeECH

|
- ibuprofen / uéynpogen

~ paracetamol / napauemamon

Below LOQ (LOQ =0.04 %) /
Huxe npenena

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

Below LOD (LOD =0.01 %) /
Huxe npenena oOHapyXeHUsA
(ITO=10.01 %)

Below BDL (Disregard Area
6255) /Hike nopora perucTpaluu
((TTP Arca 6255)

[ndividual unidentified impurity - not more
than 0.15 %. / Eauan4Has
HenJeHTHdUuIMpOBaHHAas IPHMECH - He
donee 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 Bonee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / EnyHuuynas
HerneHTH(HUIPOBAHHAs TIPUMECD - HE

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

ITpumeuanue: [TIponykT cooTBeTCTBYET TpeboBanusaM HJI 3akmouenue: OJJOBPEHO

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

[MoxrotosneHo: Yograz ITposepeno: Ramse *anm\ Onobpeno: Menemxep / PykosoanTens {’
! m)\ : Manoj Kumar \VQ‘;@’L’

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 17.09.2024 Hara: 17.09.2024 Hara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@direddys.com

CIN: L85195AP1984P1L.C094507
www.drreddyz.com




Dr.Reddy’s ‘g

Dr. Reddy’s Laboratories ttd.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoayxr H6ykaun® Dxcnpece (ubynpoden + napaneramolr), HOPOIIOK AJjisl IPUTOTOBJIEHHUS

pacTBOpA A4S IpHEMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2401757 Batch Quantity / : 16302.00 units /
Cepus Ne O0beM mapTuH 16302.00 equHM"L
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AHaJuTHYeCKHI oTueT No JlaTa aHajm3a N
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BoACTBa Toxen mo ]
Analysis performed according ND / Anaau3s nposeaen no HJI: JIIT-007239-300721

Specification / Hopma

Acceptance value (AV) should not be more

Total aerobic microbial count - not

O61ee Yneno a3podHbIX MUKPOOPTraHU3MOB
Total combined yeasts and mould -
OO6LIee YUCIIO APOXOKEBBIX M IIECHEBBIX

c) Escherichia coli - shall be absent per 1 g./

| Ne | Test / IlokazaTenan “Result/ PesynibTaThl
I - Below BDL / Hwxe nopora|gonee 0,10 %.
' DETHCTPaLIHH Total impurities - not more than 0.5%. /
‘ Cymma nipuMeceit - He 6ostee 0,5 %.
‘—9 '.Uniformity of dosage units /
iOzmopozmocn, N03MPOBAHHSA
' |
[- ibuprofen / udynpoghen 2.4 | Acceptance value (AV) should not be more
: than 15.0. / Tloka3zatenb NpUEMIIEMOCTH
i (AV) nomxen O0bITh He Honee 15,0.
|
. 1.9
panpcetamol/iapacmanon than 15.0. / ITokazarens NpueMIIEMOCTH
[ (AV) nomxeH 6piTh He Oonee 15,0.
10 | Microbial limits /
Mukpobnojornyeckas YacTora NIL CFU/g/ a)
| KOE/r more than 1000 CFU/g. /
- He 6onee 1000 KOE/T.
b)
NIL CFU/g /
KOE/r not more than 100 CFU/g. /
rpubos - He 6onee 100 KOE/T.
Absentper 1 g/
| o OtcytctByeT B 1r Escherichia coli - orcyTcTBre B 1 T.
11 | Assay / KOJIH‘leCTBeHHOC;
onpeeaeHHe -

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogykT COOTBETCTBYET

Concl
tpeboranusaM HJI

usion : APPROVED /

Zakmouenue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

IMoaroroBneHo: Yograz [TpoBepeHo: Rama,Kant Onobpeno: Menemxep / Pykosoaurens, ’QL u(l
s_D ﬂ MLLJ Manoj Kumar O i

Reprint Date / Reprint Date/ Reprint Date /

Hata: 17.09.2024 Hara: 17.09.2024 Hara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q‘Z

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIHU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

Mpoaykr : M6ykann® Dxcnpece (ubynpodeH + napaneramo.r), NOPOLIOK JJisi IPUTOTOBJIEHHs
pacTBOpa A MpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401757 Batch Quantity / : 16302.00 units /

Cepus Ne O6beM mapTHH 16302.00 eauHuLn

Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024

AHnannTH4eckmii oTdeT No HJaTa anaanza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

JlaTa npou3BoACTBA Toaen no

Analysis performed according ND / Anaau3 nposeaen no HJI: JIII-007239-300721

Ne | Test / Ilokaszarenn

- Result / Pe3yabTaTsl

Specification / Hopma

i - ibuprofen / u6_ynp0¢[)en

- paracetamol / napayemamon

394.5 mg (98.6%) /
394.5 mr (98.6%)

324.4 mg (99.8%) /
324.4 mr (99.8%)

360.0 mg to 440.0 mg of Ci3H;s0,]

claim) per sachet. / Ot 360,0 mr 110 440,0 Mr
Ci3Hi1s0; (ubympoden) (ot 90,0% 1o
110,0 % OT HOMHUHAJIBHOIO COINEPKAHUS) B
OJIHOM MAKETUKE.

292.5 mg to 3575 mg of CsHsNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr no 357,5 mr
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMUHAJILHOT'O COJEPXKAHUS) B
OJTHOM TaKeTHKE.

(ibuprofen) (90.0 % to 110.0 % of label |

12 | Package / YnakoBka

Remarks : The Product confirms to ND/
IIpumeyanue: [Ipogykr coorBeTcTBYET TpeboBanuam HJJ

S ginasachetofa combination

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

patient information leaflet in

carton pack. / Tlo 5 r B
| naKeTHKe u3
| KOMOUHUPOBAHHOTO

MaTtepuana (JJaMHHUPOBAHHAS
o6ymara/II9HI1/anromunaeBas
¢donpra/TIHIT). Ilo 9

NMaKECTUKOB BMECTE C

|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./Ilo5rB
NaKeTHKe u3 KOMOMHMPOBAHHOTO
Marepuana (;laMuHUpOBaHHAs
6ymara/I1OHI1/antoMmununesas
donera/IIOHII). Ilo 6 wim 9 nakeTHkos
BMECTe C MHCTPYKLHMEH 10 NPUMEHEHHUIO B
MayKy KapTOHHYIO.

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

IToarorosneHo: Yograz Ilporepeno: Rama Kant Onobpeno: Menemxkep / PykoBoautens w
D ‘B W Manoj Kumar

Reprint Date / Reprint Date / = Reprint Date /

Hata: 17.09.2024 Hara: 17.09.2024 JHara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Qe
Dr.Reddy’s ‘,‘.’

T

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr : H6yxmn® Dxcnpece (6ynpogen + napaneramost), NOPOLIOK AJIS IPUIOTOBJICHHS
pacTBopa Ajs npMeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401757 Batch Quantity / : 16302.00 units /
Cepus Ne O6beM napTHH 16302.00 equuuy
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AHaTUTHYECKHH O0TUeT Ne JlaTa ananu3a
Date of Manufacture / : 08/2024 Date of Expiry/ : 07/2026
JaTa npoM3BOACTBa T'onen no
Analysis performed according ND / Anaan3 nposeaen no HJI: JIII-007239-300721
N | Test / Ilokazateq | Result / Pe3yabTaThl Specification / Hopma
UHCTPYKLUHEH no o
NPUMEHEHHIO B navKy |
KapTOHHYIO.
13 |Labeling/ Mapkupoeka | According to ND. /B cootetcteun ¢ HJI. -
|
14 |Storage conditions / | Store below 25 °C. / IIpu Temnepatype He Boiute 25 °C,
XpaHeHne
15 |Shelflife/ Cpox roaHoctH |2 years. / 2 rozia.
API name / HaumenoBanue APC: Ibuprofen sodium dihydrate /
Paracetamol / Ilapanetamon
Hobynpodena HaTpus JUruapat
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / SB2F0004 APAPE2023060680
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykr cootseTcTByeT TpeboBaHusaM HJI 3axmwuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Yograz [IpoBepeno: Rama, Kant Onobpeno: Menemxep / PykoBoautens w
(¥ o ‘ﬂul{ ,LLﬁ Manoj Kumar
Reprint Date/ Reprint Date / N Reprint Date /
Jara: 17.09.2024 Hata: 17.09.2024 JHara: 17.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykt : W6ykanu® Dxenpece (ubynpoden + napaneramo.), HOPOIOK /sl IPHTOTOBIEHHUS]
pacTBOpa Ajs npHemMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2401757 Batch Quantity / : 16302.00 units /
Cepus Ne ObneM mapTuun 16302.00 enuuuig
Analytical Report No. / : 040002648567 Date of Analysis / : 17.09.2024
AnaJiuTHYecknid oTueT No JlaTa ananu3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npou3BojcTBA I'onen no
Analysis performed according ND / Anaiuz nposeaen no HJI: JIII-007239-300721

Howmep cepnu npousBoautes APC: ‘
FP Manufacturer API Batch number /
Homep cepun cyGecTaHun FERA00041 FEQA00453
npouszsoautes LJIP:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIpoussoautean ADC, crpana: BAC® KopnopeiiwH, CUJA ['panynec Unaus Jinmuren, Unaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [TponykT coorBeTcTBYET TpeboBanusam HJJ 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoenexo: Yograz IlpoBepeno: Ramg Kant Onobpeno: Menemkep / Pykopoaurenb h M
(X o Qﬂ[@ Manoj Kumar Wy
Reprint Date/  \ Reprint Date/ ~ + Reprint Date /
Hata: 17.09.2024 Hara: 17.09.2024 JHata: 17.09.2024

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@ drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




