Dr.Reddy’s “:‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.. 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoaykr H6yxknun® Dxcenpece (M6ynpoden + napaneTamMmolt), NOPOLIOK [Isl IPUTOTOBJICHHS
pacTBOpa JJs mMpHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2401443 Batch Quantity / : 17316.00 units /
Cepus No O0beM napTHU 17316.00 equuuy
Analytical Report No. / : 040002612058 Date of Analysis / : 08.08.2024
AHajuTHYecKHii oTyeT Ne JlaTa anainza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3BoacTBA T'ogen a0

Analysis performed according ND / Anaan3 nposeaen no H/: JIII-007239-300721

Ne Test / Iloka3zaTenn

1 |Description / Onncanne

Result / Pe3yibTaThl |
White powder, with a|
characteristic odor. /

Tlopouiox 6enoro ugera c
XapaKkTepPHBIM 3aMaXoM.

Specification / Hopma
White to off-white powder, with a
characteristic odor. / Tlopowok ot 6enoro
10 nourk Geioro LBETa, ¢ XapaklepHbiM
3amaxoMm.

| Colourless solution with a

characteristic odor, with small

amount of suspended
particles. /  becuserHbiii
pacTBOp €  XapaKTepHBIM
3amaxoM, ¢  HEOOJBLIMM
KOJIMYECTBOM  B3BELUEHHBIX
YaCTHIL

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /
BecuseTHrlf pacTBOp € XapaKTEpHBIM
3amaxoM, € BO3MOXKHBIM COJEpIKaHUEM
HeOOJIBIIOr0  KOJUYECTBA  B3BELIEHHBIX
HaCTHLI.

2 | Reconstituted solution /
BoccTaHoBJIEHHBIH pacTBOp
- appearance / onucatnue

Ne Test / Ilokazarenn

Result / PesyabTaThl

- Color of the solution /
HBEMHOCHb

Complies /
CoOOTBETCTBYET

|Color intensity of the solution does not

~ Specification / Hopma

exceed color intensity of reference standard
Bo. / PacTBOp HOMKEH OBITH OKpAllEH HE
fonee HHTEHCHBHO, Y€M 3TajloH Bo.

3 |Dissolution time /
| BpeMsi pacTBOpeHMSs

01 min 06 sec/ 01 mun 06 cek

Not more than 5 min. / He 6onee 5 MuH.

4 |pH of solution / pH pacTrBOpa 6.7 5.8t07.8./0t15,8 no 7,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoayxT cooTBeTCTBYET TpeboBanusm HJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarotosneHo: Santosh IpoBepero: Pardeep Kumar Onobpeno: Menemxep / PykosoauTens
Kumar Maurya Qj#— Manoj Kumar -\}1 J.‘ﬁ—é-ti
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.08.2024 Hara: 10.08.2024 Hara: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.direddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr H6yknnn® Dxcnpece (uOynpodeH + napaneramolr), NOpOLIOK Jjisl IPHIOTOBJICHHS
pacTBOpa AJisl NpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2401443 Batch Quantity / : 17316.00 units /
Cepusi Ne O6bem napTuu 17316.00 enuami
Analytical Report No. / : 040002612058 Date of Analysis / : 08.08.2024
AHa/INTHYECKHI 0TYeT No Jata anaynsa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BOACTBA I'onen no

Analysis performed according ND / Anann3 nposeaen no HJI: JIII-007239-300721

Ne | Test / IlokasaTenb
5 [Identification / IToanmHHOCTH

A) by HPLC / BOJKX

— Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

Result / Pe3yabTaThl

Specification / Hopma

Complies /
CooTBeTCTBYET

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). / Bpems yaep>xuBaHHUsI OCHOBHBIX
MUKOB Ha XpOMATOrpaMMax HCIBITYEMBIX
pacTBOpPOB  AOJDKHBI  COOTBETCTBOBATH
BpeMe&HaM YOepKHUBaHUS
COOTBETCTBYIOI[MX OCHOBHBIX MHKOB Ha
XpOMATOrpaMMaxX pPacTBOpPa CTaHAAPTHBIX
obpasiioB  (pasmen  «KonnuecTBeHHOE
OTIpEeLCICHHEN).

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

|
— Paracetamol / napayemamon

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
npoBeneHnd  Tecta  «KommuecTBeHHOE
onpeneneHue» Y ®-COEKTPbl UCNBITYEMBIX
pPacTBOPOB JOMKHBI COOTBETCTBOBATE Y ®-
CIIEKTpaM CTaH/IapTHBIX pacTBOpOB
ubynpodeHa u napaneramona.

Remarks : The Product confirms to ND/

Ipumeuanue: Ilpoaykt cootBeTcTBYeT TpeboBanusaM HJI

3akmo

Conclusion : APPROVED /

yenue: OJJOBPEHO

Prepared by /
IloaroToBneno: Santos];

Kumar Maurya { @

Checked by /
IIpoeepeno: Pardeep Kumar

N

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoautesb
Manoj Kumar =

e

Reprint Date /
Hata: 10.08.2024

Reprint Date /
Hara: 10.08.2024

Hara: 1

Reprint Date /

0.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana. India
fel. +51 40 4900 2900, Fax: +91 40 4900 2929, Ernail: maii@drreddys.com

CIM: L85135AP1S84PLC004507
www.direddys.com




Dr.Reddy’s ‘,‘:"

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

Vill. Khol, Nalagarh Road, Badd;,
Disit. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Ho6ykaun® Ixenpece (ubynpoden + napaneramod), nopoOMIOK AJIsi IPUTOTOB/IEHHS
pacTBOpA A1 NpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401443 Batch Quantity / : 17316.00 units /
Cepua Ne O06bem napTun 17316.00 equuun
Analytical Report No. / : 040002612058 Date of Analysis / : 08.08.2024
AHaJluTHYecKHii oTdeT Ne Jarta apannsa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BoacTBa T'onen xo

Analysis performed according ND / Anann3 nposeaen no HJL: JIII-007239-300721

i

.N'Q__ Test / IlokazaTen Result / Pe3yabTaTthl Specification / Hopma |
6 |Particle size / Pasmep uyacTun 100 % Particle size less than 2 mm — not less
than 95 %; / Yactul pasmepoM MeHee 2 MM |
— He MeHee 95 %;
93 % Particle size less than 0.25 mm — not less
than 60 %. / yacTull pasMepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boaa 4.9 % Not more than 8.0 % w/w. / He 6onee 8,0 %.
1
8 Related substances / -
PoacrBeHnHble npHMecH
- itbuprofen / udynpoden 0.04% Individual unidentified impurity - not more
than 0.15 %. / EnuauuHas
HeuJeHTUHULIMPOBAHHAS IPUMECH - He
6onee 0,15 %.
0.04% Total impurities - not more than 0.5%. /
Cymma npumeceil - He 6onee 0,5 %.
- paracetamol / napauemamon Below LOD (LOD = 0.01 %) / Impurity K - not more than 0.15%. /
Hixe npenena obHapyxenus: |[Ipumecs K - He 6onee 0,15 %.
(ITO =0.01 %)
Below LOQ (LOQ = 0.05 %) / [Individual unidentified impurity - not more
Huxe npenena than 0.10%. / Ennnuynas o

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

Conclusion : APPROVED /
3axmroyenne: OJOBPEHO

Tlata: 10.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Santosh [Iposepeno: Pardeep Kumar Onobpeno: Mernemkep / Pykosoutenb
Kumar Maurya D) P Manoj Kumar /

s = C:‘“i/__ . )}7’1 1,
Reprint Date / Reprint Date / Reprint Date /

Hata: 10.08.2024

Hara: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2960, Fax: +91 40 4300 2999, Ernail: mai!@drreddys.com

CiN: L851354P1984PLCO04507
wwvidrreddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJHN3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : HM6ykaun® Dxenpece (ubynpodeH + napaneramos), HOPOIIOK AJIsi NPUIOTOBJIEHHUS

pacTBopa Jsi NpHeMa BHYTpPb, 400 mMr+325 mr N
Batch No. / : V2401443 Batch Quantity / : 17316.00 units /
CepHs Ne O6bem napTHuH 17316.00 equnnig
Analytical Report No. / : 040002612058 Date of Analysis / : 08.08.2024
AHanuTHYecKHi oTyeT No JlaTa anaam3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTta npon3BoacTBa I'ogen no

Analysis performed according ND / Ananu3s nposeaen no HJ/L: JIII-007239-300721

No Test / Iloka3zaTesn ' Result / Pe3ynbTaTh!

Specification / Hopma

[kOoTHUECTBEHHOTO
onpenenenus (IKO = 0.05 %)
[Below LOQ/ Hixe npenena

HeuJeHTU(PULUPOBAHHAS IPUMECH - HE
oonee 0,10 %.

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

KOJINYECTBEHHOTO
lonpenenenus -
9 |Uniformity of dosage units /
\OXHOPOAHOCTH I03HPOBAHHA
- ibuprofen / ubynpogpen 2.0 Acceptance value (AV) should not be more
than 15.0. / [Tokazatens pueMIJIEMOCTH
(AV) momxeH 6bITh He 6onee 15,0.
ramol / 27 Acceptance value (AV) should not be more
- paracetamot / Rapauemanon than 15.0. / TToka3aTeb IPUEMIIEMOCTH
] (AV) nomxkeH 65ITh He Honee 15,0.
10 | Microbial limits /] |
MukpoGuosoruieckas YuCTOTAa NIL CFU/g/ a) Total aerobic microbial count - not
' KOE/r more than 1000 CFU/g. /
Ob1mee Yuco adpoOHBIX MUKPOOPTraHU3MOB
- He 6onee 1000 KOE/T.
NIL CFU/g / b) Total combined yeasts and mould -
not more than 100 CFU/g. /
KOE/r >
OOiige YKCIO JAPOXOKEBBIX W IUIECHEBBIX
rpubos - He 6onee 100 KOE/T.
Absentper 1 g/ c) Escherichia coli - shall be absent per 1 g./
| OTcyTCcTBYET B 1T Escherichia coli - otcyTcTBHe B 1 T.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tponykt coorercTByeT TpeboBanusam HJI 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneHo: Santosh [Iporepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosogutess
Kumar M Manoj K ’ '
umar Maurya @/ ﬁ _ anoj Kumar ’h’l}iﬁ"ﬁ(
Reprint Date / Reprint Date / Reprint Date /
Jata: 10.08.2024 Hara: 10.08.2024 JHara: 10.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

560034, Telangana, India

Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: 1.85135AP1584PLCO04507
wwyy.direddys.com




Dr.Reddy’s Q

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.. 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

: 040002612058

Date of Analysis /

: 08.08.2024

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpodykr H6yknaun® Dxenpecc (MGynpoden + napaueTamost), HOPOLIOK /sl IPHTOTOBJIEHHUS
pacrBopa JJis IpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401443 Batch Quantity / : 17316.00 units /
Cepng Ne O6beM mapTHu 17316.00 eannaun

Analytical Report No. /
AHanuTHYecKHi oTueT Ne
Date of Manufacture / Date of Expiry /
JaTa npon3Boacrea T'onen go

Analysis performed according ND / Anaan3 nposeaen no HJI: JIII-007239-300721

JlaTa anaau3za

: 07/2024 : 06/2026

Ne | Test / IlokaszaTenn Result / Pe3ysbTaThl Specification / Hopma B
11 | Assay /  KounuecrBennoe i
omnpesesieHHe !
- ibuprofen / ubynpogen 400.8 mg (100.2%) / 360.0 mg to 440.0 mg of Ci3H;s0;
400.8 mr (100.2%) (ibuprofen) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 360,0 mr 1o 440,0 Mr
CisHisO, (ubynpoden) (or 90,0% mo
110,0 % OT HOMHHAJIBHOrO COAEPKAHHUA) B
OJTHOM 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 10 357,5 MT
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHANBHOTO COAEPXKAHNSA) B
' OJTHOM TMaKETHKE. |

331.0 mg (101.8%) /
331.0 Mr (101.8%)

- paracetamol / napayemamon

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: [TponyKkT cooTBeTCTBYET TpeGoBanusM HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxroroBnexo: Santosh IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoantens
Kumar Maurya % P Manoj Kumar \ =i

; =t Wil
Reprint Date / Reprint Date / Reprint Date /
Jara: 10.08.2024 Jara: 10.08.2024 JHarta: 10.08.2024

Registered Office: 8-2-337, Road No. 32, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 29060, Fax: +51 40 4900 2999, Erail: maii@drreddys.com
CIM: L85135AP1984PLCOOAEDT
wwiw.direddys.com




Dr.Reddy’s ‘,’:‘.

Dr. Reddy's Laboratories L1d.
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

CEPTUDUKAT AHAJIN3A

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

Ipoaykr Ho6ykaun® Dxenpece (ubynpoden + napauneramodt), nopowIOK AJist IPHrOTOBJICHHS

pacTBOpa JAJisl IpueMa BHYTpb, 400 Mr+325 mr |

Batch No. / : V2401443 Batch Quantity / : 17316.00 units /

Cepus Ne O6BeM napTHU 17316.00 enuHKL

Analytical Report No. / : 040002612058 Date of Analysis / : 08.08.2024

AHaJluTHYEeCKHii oT4eT No Jata aHaJjin3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026

JlaTa npou3BOACTBA Topen 1o

Analysis performed according ND / Anann3 nposexen no HJK: JIII-007239-300721
Ne | Test/Ilokasarean | Result/PesyabTatsl Specification / Hopma
12 |Package / YnakoBka 5 ginasachet of a combination|5 g in a sachet of a combination material

material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient

! foil/LDPE). 9 sachets and |information leafletin carton pack./Ilo5rB

' patient information leaflet in|nakeTuke u3 KOMOMHUPOBAHHOTO

| carton pack. / Ilo 5 r B|marepuana (naMHHUpOBaHHAs
| TaKeTHKe u3 | 6ymara/[I19HI1/anromunneBas
KOMOHWHHUPOBaHHOIO | ponera/[IOHIT). Tlo 6 unn 9 nakeTukom

Matepuana (JJaMHHHPOBAHHAS |BMECTe C HHCTPYKUMeH MO0 NPUMEHEHHIO B |
6ymara/TIDHII/amoMiHKEBas | NauKy KapTOHHYIO. |

tonbra/IISHIT). Ilo 9
NaKETHKOB BMeECTe c
UHCTPYKLHEH o
NPUMEHEHHIO B nayky
KapTOHHYO.

13 |Labeling / MapkupoBKa
14 |Storage conditions /
Xpanenue
15 | Shelf life / Cpok rognoctn

| Store below 25 °C. / ITpu Temnepartype He Bbime 25 °C.

According to ND. / B cootseTcTsiu ¢ HJL,

2—years. /2 roga.

| API name / Hanmenosanue A®C:

Ibuprofen sodium dihydrate / | Paracetamol / Ilapaneramon

Remarks : The Product confirms to ND/
IIpumeuanmue: [Iponykt coorBeTcTBYET TpeboBanusamM HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
[TogroroBnexo: Santosh
Kumar Maurya

B

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobperno: Mernemxep / Pﬂenb
Dl

Manoj Kumar

Reprint Date /
Jlara: 10.08.2024

Reprint Date /
Hara: 10.08.2024

Reprint Date /
Hara: 10.08.2024

CIN: L851954P1584PLCOO4507
wwvy.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Qo
DI’. Reddy’s ".‘ Vill. Kkol, Nalagarh Road, Baddi,
. Distt. Salan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : H6ykaun® xcnpece (ubynpoden + napaneramo), NOPOUIOK /s IPHIOTOBJIEHHS
pacTBopa 1Jist HpueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401443 Batch Quantity / : 17316.00 units /
Cepus Ne O6beM napTun 17316.00 enqpruuy
Analytical Report No. / : 040002612058 Date of Analysis / : 08.08.2024
AHaJiuTHYecKHH oTueT No JaTa aHanuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npouM3BOACTBA T'open o
Analysis performed according ND / Anannz nposenen no H/I: JITI-007239-300721

WbynpodeHa HaTpus AUrHApaT
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / SB2F0004 APAPE2024030206,
Homep cepun npoussoautesi APC: APAPE2023060680
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIIHH FERA00041 FERA00220, FEQA00453
npousBoautes I'JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Hpoussogurteas ADC, ctpana: BAC® Kopnopeitms, CIHA I'panynec Munus Jlumuten, Mnaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [Tpoaykt cooTBeTcTBYET TpeboranusM HJ{ 3akmwuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Santosh IIpoBepeno: Pardeep Kumar Onobpeno: Merekep / Pykosonurens
Kumar Maurya %/ i Manoj Kumar ’M
Reprint Date / Reprint Date / Reprint Date /
Jlara: 10.08.2024 Jata: 10.08.2024 Hara: 10.08.2024

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +G1 40 4900 2960, Fax: +91 40 4900 2999, Ernail: maii@drraddys.com
CIN: L85135AP1984PLCOO4507
www.drreddys.com




