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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltq
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTH3IA

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykt : U6ykaun® Ixenpece (ubynpoden +napaneramon), TopouIoK A8 NPHIOTOBNCHHA

pacTBOpa Ajg npHeMa BHYTpL, 400 Mr+325 mr
Batch No. / : V2401467 Batch Quantity / + 25875.00 units /
Cepust Ne Obnem papTHH 25875.00 eauHAL
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
ABaauTadecKnii oryeT No JlaTa aHanH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npoH3BOACTEA T'ogen a0

Analysis performed according ND / Adanu3 nposejien nmo HJI: JIII-007239-300721 . )

[ Ne Test / Iloka3aTe. b Result / Pe3yabraThl
1 |Description / Onncanne White powder, with a
characteristic odor. /
[lopomwox 6enoro 1LBeTa ¢

XapaKTepPHbLIM 3alTaXOM.

2 _Reconstituted solution /
' | BoceTanoBeHAbIift pacTBOp Colourless solution with a

characteristic odor, with small
- appearance / onucanue ] of suspended
particles, /  becnperHblit
pacTBop C  XapaKTepHbIM
l' 3amaxoM, ¢  HebonbIIUM
| KONUYECTBOM  B3BEIIEHHBIX
‘ JaCTHLI.

| Colourless solution with a characteristic

Specification / Hopma
White to off-white powder, with a|
characteristic odor. / Ilopomwiok ot 6enoro
1O IOYTH 6eNoro LBETa, ¢ XapaKTepHBIM
3aTaxOM.

odor shall be observed, may have small
amount of suspended particles. /
BecliBeTHBIHi pacTBOp € XapaxTepHBIM
3a7axoM, C BO3MOXHBIM COIEPIKAHHEM
HeOOJIbIIONo  KOJIMYECTBA  B3BEIUEHHBIX
YaCTHL.

Ne |  Test/Ilokasatresn Result / PesyasTaTel Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
| yeemuocms CootrBeTcTRYET exceed color intensity of reference
standard Be. / PacTBOp ZOJKER OBITH
okpaiueH He 6ojee MHTEHCHBHO, YeM
- o 3TanoH By. -8
3 |Dissolution time / P | 01 min 03 sec /01 mux 03 cex | Not more than 5 min. / He 6osiee 5 MuH.
| Bpem# pacTROpeHna i g a—— R L R
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanmne: IIpoxykr coorBeTcTBYET Tpeboranusm HJI 3axnrouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Bxecutive /
TloproTorineHo: Santosh ITposepero: Pawan Kumar Onobpeno: Menemkep f PykosoanTennh
Kumar Maurya @ & Abhishek Chauhan }
Reprint Date / Reprint Date / Reprint Date /
Jarta: 12.08.2024 Hara: 12.08.2024 Hata: 12.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +51 40 4300 2999, Email: maii®drredays.com

CIN: L85135AP1584PLCD04507
www.direddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr Hoyxmnn® Sxcenpece (ubyapodien + napageramot), HOPOMIOK sl IPHIOTOB/ICHNH
pACTBOPA jLIf PHEMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2401467 Batch Quantity / : 25875.00 units /
Cepus Ne O6beM mapTHH 25875.00 cainmny
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AnannTHyeckuit oryer Ne Hara ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa mpoH3BOJICTBA Topen 10 I
Analysis performed according ND / Ananus nposexen no HJL: JITI-007239-300721 o
I Test / Iloka3zaTes Result / PesyabsTaThs 1 Specification / Hopma

[ Ne
4

pH of solution / pH pacTBopa
|

. 6.5

A) by HPLC / B9/KX

5 _:'[_d_eritiﬁcation / TIopJIHHHOCTD

— JIbuprofen / ubynpoghen

— Paracetamol / napayemamon

Complies /
CooTBeTCTBYET

j5.8 to 7.8. /0t 5,8 no 7,8.

The retention times of the main peaks in
the chromatograms of test solutions should
l correspond to those in the chromatograms
IOf reference standards solution (Assay
| section). / Bpems ynep:KMBaHH sl OCHOBHBIX
| MHICNR HA XPAMATATNAMMAY UCTTRITYEM KXY
| PACTHUPUB  AUILKHBL  LUU)BELC 1BUBALb
| BpeMeHaM YIOEP>XXHBAHUS
COOTBETCTBYIOIIHX OCHOBHBIX ITHKOB HA
XpoMaTorpaMMax pacTsopa CTaHAapTHHIX
obpasuos  (pasmen  «KonuvecrseHHoe
OIpEeNEeHAE).

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

— 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
nposeneHny Tecta «KonudyecTBeHHOE
onpenenenue» Y D-criekTpb! HCIBITYEMBIX
PacTBOPOB JOJDKHBEI COOTBETCTBOBATE Y D-
CIIEKTpaM  CTaHJApTHBIX  pacTBOPOB
ubynpogeHa U napaneramorna.

Remarks : The Product confirms to ND/
Tlpumeuanue: [IpoayxT cooTBercTBYET TpebGoBaHsamM HJ

Conclusion : APPROVED /
3axmoydenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hata: 12.08.2024

[Toxrorosneno: Santosh [Iposepeno: Pawan Kumar OnobpeHo: Menenkep / Pykosoautens
Kumar Maurya @ % Abhishek Chauhan ) f
Reprint Date / Reprint Date / Reprint Date / !

Jara; 12.08.2024

Hara: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4590 2900, Fax: +91 40 4900 2999, Ernail: mai'@drreddys.com

CIN: L85135AP1S84PLC004507
www.drreddys.com




Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykt : Méykann® Ixkcnpece (uGynpoden + napaueramol), TOPOMWOK A1si NPHTOTOBICHUSA
pacTBOpa sl NpHemMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401467 Batch Quantity / + 25875.00 units /
CepHa Ne O6neM mapTHH 25875.00 eqvHMIY
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHauTHYeCKHI oT4yeT Ne JiaTa ananu3za

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

JaTa npou3BojAcTBa Iogen xo

_Ana!ysis performed according ND / Auann3 nposejen no HJL: JIII-007239-300721

Specification / Hopma

Particle size less than 2 mm — not less
than 95 %; / HacTHl pa3sMepoM MeHee

Particle size less than 0.25 mm — not less
than 60 %. / HacTHU pa3MepOM MeHee

|Not more than 8.0 % w/w. / He Gonee

- paracetamol / napayemamon

%)

Remarks : The Preduct confirms to ND/
Ipumeaanue: [IpoaykT cooTBeTcTBYET Tpeboraunsm HJJ

npenena

|
Below LOD (LOD =0.01 %)/ Huxe [mpurity K - not more than 0.15%. /
npenena obHapyxenns (I10 = 0.01 IllpuMecn K - ue 6anee 0,15 %.

Below LOQ (LOQ = 0.05 %)/ Huxe |[ndividual unidentified impurity - not
KOJIH4ECTBEHHOID i-more than 0.10%. / EavHiinas

onpezenenus (IIKO = 0.05 %) HEMIEHTHGHUMPOBAHHAA IDHMECD - HE

Conclusion : APPROVED /
Saxmodenne: OJJOSPEHO

Individual unidentified impurity - not more|

HeUAeHTHHIUPOBAHHAR IPUMECH - HE

Ne | Test / TlokazaTenn Result / PesyanTaThl
6 |Particle size / Pasmep yacTHI 100 %
| 2 MM — He MeHee 95 %;
95%
0,25 MM — He MeHee 60 %.
| =
7 |Water / Boga 5.0%
| 8,0 %.
8 [Related substances /
PoacTBeHHbIE NPAMECH
~ibuprofen / ubynpoden 0.04%
than 0.15 %. / EnuAuYHas
6onee 0,15 %.
0.04%

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

Jata: 12.08.2024

Hara: 12.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Santosh, [Tposepeno: Pawan Kumar Opnobpero: Medemxkep J PyrkosoanTtenb
Kumar Maurya ( - //\?1/ Abhishek Chauhan |

= = ) l /f
Reprint Date / Reprint Date / Reprint Date /

Jarta: 12.08.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: mai;@drreddys.com
CIN: L85135AP1984PLCOO4507

www.direddys.com




Dr.Reddy’s Qf‘

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

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

OBHOPOAHOCTH AO3HPOBAHMS

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
HOpoayxr : Heykaun® Sxenpece (ubympoden + mapaneramos), NOPOUIOK JUIS NPHTOTOBICHHA
pacTBOpA /IJIs MpHeMa BHYTPh, 400 Mr+325 mr
Batch No. / : V2401467 Batch Quantity / :+ 25875.00 units /
|Cepus Ne - O0nem napTu 25875.00 envHu
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHalATHYeCKHIi oTuyeT No JlaTa aHa/in3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JIaTa NpON3BOACTBA L'oaen o
_Analysis performed according ND / Ananu3 npoBejies 1o HJI: JITI-007239-300721 Sl |
N | Test / IlokazaTens Result / PesyabTaThl = Specification / Hopma
IS bonee 0,10 %. B
Below: LOQ/ Hwke mHperenairg impurities - not more than 0.5%. /
KOAHYCCTREHHOTO OTIpEaceHNA CyMMa ﬂpHMCCCﬁ - He 60.",36 0’5 %.
|
9 |Uniformity of dosage units / | s

Aocceptance value (AV) should not be

1.5 more than 15.0. / Ilokazatens
- ihuprofen / ubynpodgei pHeMIeMOCTH (AV) no/mkeH OBITh He
6onee 15,0.
1.7 Acceptance value (AV) should not be
more than 15.0. / TlokxasaTens
pRaracetamol /napaueRtaon npremnemocTy (AV) Z0JKeH GBITH He
6ouee 15,0.
Microbial limits / NIL CFU/g/ a) Total aerobic microbial count - not
Mukpo6HoJI0THYeCKAS YHCTOTA KOE/r more than 1000 CFU/g. /
Oduee YHCIIO a3pobHbIX
Mitkpooprainusmos - He 6onee 1000 KOE/T.
NIL CFU/g / b) Total combined yeasts and mould
KOE/Ir - not more than 100 CFU/g. /

Absentper 1 g/

OreyrerByer B Ir

(Ofiteeé YMCIO APOXOKEBBIX M IIJIECHEBBIX
rpifos - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1
ir./ Escherichia coli - oTcyTcTBHE B 1 T,

Remarks : The Product confirms to ND/

IIpumeuanue: IlpoayxT cootBeTcTBYET TpeboBanuam HJIT

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

Prepared by /
[Toarorosneno: Santosh

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Managgr/Executive /
Ono6peno: MeHemx

/ PyxoBOAWTEND

Kumar Maurya - ; Abhishek Chauhan
e =

Reprint Date / Reprint Date / Reprint Date /

Hara: 12.08.2024 Hara: 12.08.2024 Jara: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel; #5140 4900 2900 Fas: +97 AN 490N 2999 Fmail- mail@drrsdnys rom

CiN: L85195AP1984PLCOD4507
wivvs.drreddys.com




Dr.Reddy’s €56

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratories [id.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, !\NDIA
Tel : 491 98166 56001-02
www.drreddys.com

|- ibuprofen / ubynpoghen

|
|
- paracetamol / napayemamon

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Npoayxr : M6yxnuu® Dxcupece (uGynpoden + napaneTamon), NOpOUIOK AJisi IPUTOTORIEHHS -
PacTBOpa I IpueMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2401467 Batch Quantity / ¢ 25875.00 units /
Cepua Ne O6bem napTHH 25875.00 eanHuLL
Analytical Report No. / : 040002618090 Date of Analysis/ : 12.08.2024
AHaJIMTHYECKHIT 0T49eT No Jata aHanusa |
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npon3eoacTea Topen gpo
Analysis performed according ND / Anann3 nposeaen no HJI: JITI-007239-300721
" Ne Test / [ToxasaTens ~ Result / PesynbTaThl Specification/Hopma |
11 | Assay /  KoanyecrBenHoe 0
; ompejejiecHHe 360.0 mg to 440.0 mg of C3H;0»

401.2 mg (100.3%) /
401.2 mr (100.3%)

333.9 mg (102.8%) /
333.9 mMr (102.8%)

(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 wmr zo
440,0 mr Ci3His0; (mbynpoden) (ot
90,0% no 110,0% OT HOMHHAJIEHOrO
cOJlepIKAHNA) B OHOM [aKETHKE.

292.5 mg to 3575 mg of CgHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr no
357,5Mr CgHoNO, (mapaueramon) (oT
90,0% a0 110,0 % OT HOMHHAJIEBHOIO
coflepXKaHus) B ONHOM MAaKeTHKe.

Remarks : The Product confirms to ND/

ITpumeyanwue: Ilpoaykr coorBeTcTBYET TpeboBanuam HII

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoproroeneso: Santosh [Tposepeno: Pawan Kumar Onobpeno: Menemiep / i
Kumar Maurya Abhishek Chauhan

"_'....""‘ T T
Reprint Date / Reprint Date / Reprint Date /
JHara: 12.08.2024 Hara: 12.08.2024 Jara: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tek +51 40 €400 2900, Fai: <91 40 4500 2999, Email: maii@drrecdys.cam

CIN: LE5135AP1YS4PLLOVESY/

wydireddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDHKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAaykT H6ykann® Ixenpece (uGynpoden + napaneramod), N0poLIOK AJIA NPHTOTOBJIECHHHA

pacTBOpa A4Sl IpHeMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2401467 Batch Quantity / : 25875.00 units /
CepHs Ne Ob6beM NapTHH 25875.00 eammmy
Analytical Report No. / : 040002618090 Date of Analysis / : 12.08.2024
AHaJuTHYecKkHil oTyeT Ne Jara aHaau3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npoM3BocTBa Iojtes no |
Analysis performed according ND / Ananuz npoenen nmo HJL: JIII-007239-300721 i

[ Ne Test / IlokazaTennb

gl Result / PesyabTaTsr

Specification/ Hopma |

. IZ-WPackage / YnakoBka
|

5 g in a sachet of a combination
material
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / [1o 5 r B nakeTuke
u3 KOMOHHHPOBAHHOTO
Marepuaja (NaMUHUpOBaHHAas
6ymara/IIOHII/antoMuBKeBas
donsra/TISHII). Mo
MAKETUKOB BMeECTe

6
c

| AHCTpYKUKEH 10 NPHMEHEHHIO

B Na4YKy KapTOHHYIO.

(laminated |

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
B InakeTHKe #3 KOoMOMHHpOBaHHOro
MarepHana (naMuHEHpOBaHHas
6ymara/[I9HI1/anomuHuesas

donera/TISHIT). Ilo 6 1m 9 maketukos
BMECTe C HHCTPYKIHEH [0 IPUMEHEHHIO B |
NayKy KapTOHHYIO. '

13 |Labeling / MapknpoBka

According to ND. / B coorserctsuu ¢ HJI.

Storage conditions /
XpaHenue

| 15 |Shelf life / Cpok roasocT

=

Store below 25 °C. / [Ipu Temnepatype He Bbiwe 25 °C.

2 years. / 2 roa.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumevanue: [IponykT coorseTcTBYET TpeboBaHusM HII

3axmouenue: OJJOBPEHO

Prepared by /

TloaroroBneHo: Santosh '
Kumar Maurya @/

Checked by /
[Tposepeno: Pawan Kumar

ol

Approved by: Manager/Executive /
Onobpeno: Menemxep f PyxoBoauTtesb
Abhishek Chauhan 7

Reprint Date /

Jara: 12.08.2024

Reprint Date /

Harta: 12.08.2024

Reprint Date /
Hata: 12.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85135AP1984PLCOD4507

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

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

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

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoAyKT : Woyranu® Dxenpece (bynpodren + napaneramoi), HOPOIIOK [l NPHIOTORJIEHHS
PACTBOPE 718 NpHeMa BHYTpb, 400 mr+325 mr

Batch No./ : V2401467 Batch Quantity / : 25875.00 units /
Ceprig Ne O6bem mapTun 25875.00 eaHnL
Analytical Report No. / : 040002618090 Date of Analysis/ : 12.08.2024
AHaJTHYeCKHIT oTyeT No JlaTa ananu3za

Date of Manufacture / : 07/2024 Date of Expiry / 3 06/2026

JlaTa nponsBoacTEA Teaen a0

Analysis performed according ND / Ananus nposenen no HII: JI-007239-300721 =

API name / Hanmenonsanue A®C:

Ibuprofen sedium dihydrate /
Hbynpodeliia HaTpns JUrHAPaT

Paracetamol / [Tapaueramon

Mpumeuanue: [poaykT cootBetcTBYeT Tpebosatuam HIT

INN / MHH: Ibuprofen / U6ynpodes Paracetamol / Ilapalieramon
API manufacturer batch number / SB2F0004 APAPE2023060680
Homep cepuu npoussoauTeas AQC:

FP Manufacturer API Batch number /

Homep ceprun cyGeTanumnn FERA00011 FEQAQ0453
npousBoguTens [JId:

API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Iponzsoaurtens APC, crpana: BAC® Kopnopeiiwn, CLIA T'panynec Huaua Jiumuren, Muaua
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akJI09eHHe: O,H,OBPEHO

Toarorosneno: Santosh

Prepared by / Checked by /
ITpoeepeHo: Pawan Kumar

Kumar Maurya ’@ Abhishek Chauhan
X,

Reprint Date / Reprint Date / Reprint Date /

Hara: 12.08.2024 Hara: 12.08.2024 Hara: 12.08.2024

Registered Office: 8-2-337, Road Mo.

3, Banjera Hills, Hyderabad - 500034, Telangana, india

Tel; +921 40 4900 2900, Fox: +491 40 4300 2999, Ermnail: niaii@drreddys.com

CIN: LB51.S5AP1584PLCOO4EDT
wwnw.direddys.com




