Dr.Reddy’s ‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
poayxr H6ykaun® Ixenpece (uGynpoden + napauneramoJt), NOPOIIOK Jisi NPUTOTOBJIEHUs
pacTBOpA AJIs HpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2401138 Batch Quantity / : 17318.200 units/ T
Cepusi Ne O06beM napTHH 17318.200 enuunu
Analytical Report No. / : 040002577060 Date of Analysis / : 04.07.2024
AHannTH4YeCKHii oT4eT No JlaTa aHayin3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTta npou3BoJACTBA T'open po
Analysis performed according ND / Anauus nposejen no HJI: JITI-007239-300721
L N Test / IlokasaTesnb Result / PesyabTatsl Specification / Hopma ]
1 |Description / Onucanne White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopowok or 6enoro
[Mopowok Genoro wupera ¢| po nodtu Genoro UBeTa, ¢ XapaKTEPHBIM
XapaKTepHBIM 3aaxoM. 3araxoM.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTraHoBsieHHbIi pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended | amount of suspended particles. / |
- appearance / onucatue particles. /  BecuBeTHbll | becuseTHbli pacTBOp € XapaKTepHBIM
pacTBOp €  XapaKTepHBIM | 3allaXOM, C BO3MOXHBIM COJEepXKaHHEM
3armaxoM, C  HeDoNbIIUM | HEOOMBIIOTO KOJWYECTBA  B3BEILEHHBIX
KOMMYECTBOM  B3BEIUCHHBIX | YACTHLL.
| 4acTHLl. - |
I Ne | Test / IlokazaTesnb Result / PesyabTatsl Specification / Hopma :
- Color of the solution / Complies / Color intensity of the solution does not
UBEHIHOCMb COOTBETCTBYET exceed color intensity of reference standard
By. / PacTBOp momxkeH OBITH OKpallleH HE
Gosiee HHTEHCHBHO, 4eM 3TaJIOH Bo. __
3 | Dissolution time / 01 min 06 sec / 01 muk 06 cex | Not more than 5 min. / He 6onee 5 MuH.
| Bpemsi pacTBOpeHHS - -
4 | pH of solution / pH pacTBOopa 6.4 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
ITpumeuanue: I1ponyKkT coorBeTcTBYeT Tpebosanusm HJQ

Conclusion : APPROVED /
3akmouenne: OTOBPEHO

Prepared by /
IMoarorosneHo: Santosh
Kumar Maurya

Checked by /
INposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosogurens
Manoj Kumar

ool

Reprint Date /
Jara: 04.07.2024

Reprint Date /
JlaTa: 04.07.2024

Reprint Date /
Jata: 04.07.2024

Registerad Office: 8-2-337

Tal: 481 40 350

At

Cill: LS51054P1984PLC004E07
woveandrreddys.com

, Road No. 3, Bangara Hills, Hyderabad - 500024, Telangana, india
03, Fan: +81 10 3900 2999, Email: mail@drraddys.com
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Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr H6ykaun® Dxcnpece (ubynpoden + napaueramour), HOpOLIOK AJisi IPHTOTOBJICHHUS
pacTBopa JJs puemMa BHYTpb, 400 mr+325 mr

Batch No. / : V2401138 Batch Quantity / : 17318.200 units /
Cepus Ne O0beM mapTHH 17318.200 emuuu1y
Analytical Report No. / : 040002577060 Date of Analysis / : 04.07.2024
AHannTuyeckHuii order No Hara anannsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npousBoacTBa TI'onen no

Analysis performed according ND / Anasin3 nposegen mo HJI: JII1-007239-300721

Specification / Hopma

The retention times of the main peaks in the '
chromatograms of test solutions should
correspond Lo those in the chromatograms of
reference  standards solution (Assay
section). / BpeMs yaep)KHBaHWsI OCHOBHBIX
MIMKOB HA XPOMATOrpaMMaX HCHBITYeMbIX
pacTBOpPOB  JIOJDKHBI ~ COOTBETCTBOBAThH
BpeMeHaM YIAepKMBaHHA |
COOTBETCTBYIOLUMX OCHOBHBIX ITMKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHAapTHBIX
obpasuoB  (pazgen  «KonmuecTBeHHOE
OTNpELENEHHER).

| Ne [ _Test / Iloxa3aTeJib | Result / Pe3yabTaTh
5 |Identification / IloguHHOCTH Complies /
4) by HPLC / BIKX CooTBeTCTBYET
— Ibuprofen / ubynpogen
— Paracetamol / napayemamon
" |B) by HPLC-UV/BIXX-Y® Complies /
— Ibuprofen / ubynpodghen COSTRETCIEN<T
— Paracetamol / napayemamon
|

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoeefiennn  Tecta  «KonaudecTBeHHOE
onpezneneHue» YD-CeKTpbl UCIBITYEMBIX
PacTBOPOB IOJDKHBI COOTBETCTBOBATh Y D-
CIIeKTpam CTaHAAPTHBIX pacTBOpOB
nbynpodeHa u napaLeTamona.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeyanne: IIponykT cooTBeTcTBYET TpeboBaHuam HJI 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Santosh [Tpoeepeno: Pawan Kumar Onobpeno: Mernemxep / PykoBoauTENb

Kumar Maurya @L P Manoj Kumar
- /},_ (@i

CING LEEI954AP1984PLCO04507

MWYLAN EGUYS5.com

Reprint Date / Reprint Date/ Reprint Date /
Hata: 04.07.2024 Hara: 04.07.2024 Hata: 04.07.2024
Registarcd Oiiizer 8-2-337, Road ilo. 2, Banjara Hille, Hyderabad - 500024, Telangana, india
Tal: 481 40 4200 2800, Fane #5140 1900 2999, Email mail@drieddys.com




° Dr. Reddy's Laboratories Ltd
@ Formulation Unit-6
Dl'. Reddy’s q*.. Vill. khol, Nalagarh Road, Baidi,
. Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-62
wyndireddys.corn
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Mpoaykr : H6yxmnn® Dxenpece (uGynpodeH + napaneramol), NOPOWIOK /s IPHIOTOBJICHHAS
pacTBopa jjs npHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401138 Batch Quantity / : 17318.200 units /

Cepusi Ne Ofbem napruu 17318.200 emunwun

Analytical Report No. / : 040002577060 Date of Analysis/ : 04.07.2024

AHaJTUTHYECKHIT oTUeT No JlaTa aHaau3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026

JlaTa npou3BOiCTBA T'oaen g0

Analysis performed according ND / Anaau3 nposesen no HJI: JITI-007239-300721

e | Test / Iloka3aTenn Result / Pe3yabTaThbl | Specification / Hopma

6 ‘Particle size / Pasmep 4acTull 100 % Particle size less than 2 mm — not less
than 95 %; / YacTui pazmMepomM MeHee 2 MM

— He Menee 95 %;

79 % Particle size less than 0.25 mm —not less

than 60 %. / yacTHI] pa3MeEpPOM MeHee

[ | 0,25 MM — He MeHee 60 %.

| - :
7 |Water / Boga 5.8 % | Not more than 8.0 % w/w. / He 6Gounee 8,0 %.

8 |Related substances /

PoacTBeHHbIE NpHMECH

- tbuprofen / ubynpoghen Below LOQ (LOQ = 0.04 %) / |Individual unidentified impurity - not more
Hwxe mpenena than 0.15 %. / EnunuvHas
KOJU4ECTBEHHOIO HeuIeHTHGHUHPOBAHHAS IIPHMECH - HE

onpenenenns (ITKO = 0.04 %) |6onee 0,15 %.

Below LOQ / Huxe npenena | Total impurities - not more than 0.5%. /
KOJIMYECTBEHHOIO Cymma npumeceii - He 6onee 0,5 %.
omnpeaeneHUs

- paracetamol / napayemamon Below LOD (LOD = 0.01 %) / {Impurity K - not more than 0.15%. /

Huxe nipenena obuapyxenus [[Ipumecs K - ne 6onee 0,15 %.

(ITO =0.01 %)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumedanne: [TpoayKT cooTBeTCTBYET TpeboBauusam H]I Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemxep / Pyxosoaurensb
Kumar Maurya é/ / Manoj Kumar g 9
Reprint Date / Reprint Date / Reprint Dave /

Jata: 04.07.2024 Jata: 04.07.2024 Jata: 04.07.2024

ad o, 3, Banjarn Hills, Hyderabad - 530024, Telangana, india

(3, Fay: +01 404900 2929, gmsil: maii@diraddys.com
S4APLC0DARNTY

wwwLdrreddys.com
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Dr. Reddy's Laboratories (td
Formulation Unit-6

Vifl. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IiNDIA
Tel : 491 98166 56001-02
www.drreddys.com

Hwuxe npenena than O.

KOJHYECTBCHHOI'O

Below LOQ/ Huxxe npenena

Below LOQ (LOQ = 0.05 %) / |Individual unidentified impurity - not more

10%. / Equnuunas

HCI/IJICHTI/I(I)MLLI/IPOB‘CIHHHH HPUMECDH - HE

onpeaenenus (ITKO = 0.05 %) [Gonee 0,10 %.
Total impurities - not more than 0.5%. /

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykr H6ykmun® Jkenpece (ubynpoden + napauneramo.), NOPOIIOK A IPUTOTOBJIEHHS
pacTBopa i NpHeMa BHYTpb, 400 mMr+325 mr

Batch No. / : V2401138 Batch Quantity / :+ 17318.200 units /
Cepus Ne O6bemM NapTHH 17318.200 ennnsig
Analytical Report No. / : 040002577060 Date of Analysis / : 04.07.2024
AHalutHyecKHii oTyeT No JlaTa aHaJu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npou3BoacTBa T'open mo
Analysis performed according ND / Ananu3 nposesen no HJI: JIII-007239-300721
| Ne|[  Test/Iloxasares Result / Pe3yabTaThI Specification / Hopma )

9 |Uniformity of dosage units /

|
- ibuprofen / ubynpodhen

- paracetamol / napayemamon

2 |

[(AV)

than 15.0. / [Toka3zatenb IpHeMIIEMOCTH

noykeH ObITh He bonee 15,0.

KOJHYECTBEHHOTO CymmMa npuMeceii - He 6omnee 0,5 %.
oIpefeneHus
OAHOPOAHOCTH 103U POBAHHS ‘
1.6 Acceptance value (AV) should not be more
| than 15.0. / [Toka3aTens NPUEMJIEMOCTH
(AV) nomxken 6561Th He Oonee 15,0.
Acceptance value (AV) should not be more

Remarks : The Product confirms to ND/
ITpumeyanue: [1poxykT cooTBeTCcTBYET TpeboBanuam HJI

Conclusion :

APPROVED /

3axmouenne: OJIOBPEHO

Prepared by /
[Toarorosieno: Santosh

Kumar Maurya \&

Checked by /
[IpoBepeno: Pawan Kumar

r'?

Approved by:
Onobpeno: Menemxkep / Pykoogurens
Manoj Kumar

Manager/Executive /

Il

Reprint Date /
Hata: 04.07.2024

Reprint Date /'

Hara: 04.07.2024

Reprint Dale

7

Hata: 04.07.2024

o. 2, BEanjara Hills, Hyderabad - 500024
04800 2699, Emiail: mail@
AP198APLCCOAE0TY
v drreddys.com

4, Telangana, india
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Dr.Reddy’s ‘;

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpopyxr H6yknnn® Dxenpece (a6ynpoden + napaneramos), NOPOIIOK AJIsi IPATOTOBJICHHS
pacTBopa JJIsl HpHemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401138 Batch Quantity / + 17318.200 units/
Cepust Ne O0bem napTHH 17318.200 enitnun,
Analytical Report No. / : 040002577060 Date of Analysis / : 04.07.2024
AHanuTuyecKHii oTyer Ne JaTta ananu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BoACTBA T'oaen o
Analysis performed according ND / Ananus nmposenen no HJI: JITI-007239-300721
Ne Test / IokazaTeb | Result/PesyabTaThl Specification/ Hopma |
10 | Microbial limits / I
Mukpobnosoruyeckas YHCTOTA NIL CFU/g/ 'a) Total aerobic microbial count - not
KOE/r 'more than 1000 CFU/g./
O0b11ee YHCIIO a3pOOHBIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/T.
NIL CFU/g / b) Total combined yeasts and mould -
KOE/r not more than 100 CFU/g. /
O6ulee 4YUCIO JPOMOKEBBIX M TUIECHEBBIX
rpu6os - He 6onee 100 KOE/r.
Absentper 1 g/ c) Escherichia coli - shall be absent per 1 g./
OtcyrcTBYET B IT Escherichia coli - orcyTcTBUe B 1 T
11 | Assay / KoauvecTBeHnHOE
onpeJeneHne
- ibuprofen / udynpoden 400.0 mg (100.0%) / 360.0 mg to 440.0 mg of Ci3HisO:
400.0 mr (100.0%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr n0 440,0 mr
Ci3sHis02 (ubynpoden) (ot 90,0 % no ‘
110,0 % OT HOMHHAIBHOTO COIEpKaHH) B
OJHOM ITAKETHKE.
|
- paracetamol / napayemamon 322.9 mg (99.4%) / 292.5 mg to 357.5 mg of CsHNO; |
322.9 mr (99.4%) (paracetamol) (90.0 % to 110.0 % of label |
claim) per sachet. / Ot 292,5 mr n0 357,5 M1
CsHoNO; (mapaueramon) (ot 90,0 % go
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTCTBYET Tpeboanuam HJI 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: Santosh IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep / Pykopogures
Kumar Maurya % , Manoj Kumar W
= ma
Reprint Date / Reprint Date / Reprint Date /
Hara: 04.07.2024 Hara: 04.07.2024 Hara: 04.07.2024

flegisiarzd 2flice: 8-7-327, Road No.

2
1
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Dr.Reddy’s "6.

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

Vill. Khol, Malagarh Read, Bagdi,
Distt. Sofan, H.P,, 173 205, INDIA
Tel: +91 98166 56001-02

vz arreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Ho6ykann® Dxenpece (udynpoden + napaueramol), OpoIIOK sl IPHTOTOBJIEHUS]
pacTBopa 1Jisl npHemMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2401138 Batch Quantity / : 17318.200 units /
Cepusi Ne O0bem napTun 17318.200 emunniy
Analytical Report No. / : 040002577060 Date of Analysis / : 04.07.2024
AHaguTHYecKHil oTyeT No JlaTa aHanausa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BOJCTBA T'ogen g0
Analysis performed according ND / Anaau3s nposejen no HJI: JITT-007239-300721
N | Test / [Toka3aTenb Result / Pe3yabTaThl ' Specification /Hopma h
1 110,0 % OT HOMHHAABHOTO COAEPKAHUSA) B
| OJTHOM NaKeTUKE.
12 ‘Package/ Ynakoska 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 leaflet in carton pack./Ilo5r B
patient information leaflet in|nmakeTnke u3 KOMOMHHPOBAHHOTO
, carton pack. / Ilo 5 r B|marepuana {llaMHHIUPOBaHHAs
| MaKeTHKe u3 | 6ymara/[IOHI1/anromrnueBas
| KOMOMHUPOBAHHOTO donera/[I3HII). Ilo 6 unu 9 naxeTHKoB
MaTepurana (J1aMHHHPOBaHHAs | BMECTE C MHCTPYKLHMEH N0 NPUMEHEHHUIO B
| oymara/[IOHIl/antoMuHueBas |MadKy KapTOHHYIO.
| ¢donbra/I1HIT). Ilo 9
| MaKEeTHKOB BMeECTE c
HHCTpYKLMEH o
:' HPUMEHEHHIO B nayKy
; KapTOHHYIO.
13 |Labeling / MapknpoBka According to ND. / B cootetctBun ¢ HJI. -
14 |Storage conditions / Store below 25 °C. / IIpu Temneparype He Bbie 25 °C.
XpaneHue
15 | Shelf life / Cpok rogocTH 2 years. / 2 rozia. )

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoaykT cooTseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
[Toarorosieno: Santosh

Kumar Maurya %

Checked by /
IIpoBepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopogurens
Manoj Kumar

becdus]

Reprint Date /
Jata: 04.07.2024

Reprint Date /

JHara: 04.07.2024

Reprint Date /
Jara: 04.07.2024

s drieddys.com




Dr.Reddy’s ‘f:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, 18DIA
Tel : +91 98166 56001-02

www, drraddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr : Uoykmmn® Ixcnpece (mbynpoden + napaneramon), HOPOMOK 1719 NPHrOTOBJIEHHS
pacTBOpa sl IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401138 Batch Quantity / : 17318.200 units /
Cepusa Ne O6beM napTHl 17318.200 espuniy
Analytical Report No. / : 040002577060 Date of Analysis/ + 04.07.2024
AHaJHTHYECKHIT oTdeT Ne JaTa anaum3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3sBoACTBA I'ogen no

Analysis performed according ND / Anaau3 nposeaen no HJ: JII1-007239-300721

API name / Haumenopanue APC: Ibuprofen sodium dihydrate /

Paracetamol / TTapaieTamon

H6ynpodena HaTpus AUTHApar
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [lapauetamon
API manufacturer batch number /
SB2F0004 APAPE2024030206

Homep cepuu npouspoauress ADC:
FP Manufacturer API Batch number /
Homep cepuu cybcTaHIHH FERA00041 FERA00220
npousBoautes I'JIP:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIpouseoautens ADC, crpana: BAC® Kopnopeiimn, CILIA I'panynec Maaus Jlumuren, Maaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Kumar Maurya @/
/

ITpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusm H/I 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: Santosh ITpoepeHo: Pawan Kumar Onobpeno: Menemkep / Pykosoauresb

3 Manoj Kumar W
4_ _ L )

Reprint Date / Reprint Date /  / Reprint Date /
Jlarta: 04.07.2024 Hara: 04.07.2024 Jlarta: 04.07.2024
Registered U oac No. 2, Banjara Hills, Hyderabad - 500024, Telangana, india

2699, Email: mail@drraddys.com
SAPLCO0ARGTY

wiandrreddys.com




