Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P,, 173 205, INDIA
Tel: +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
Hpoayxr I/IﬁyKJmH® Oxcnpece (udynpodeH + napaneTamo.t), NOPOIIOK AJIsi NPHTOTOBJIEHHSA
pacTBOpa AJisl IpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2401137 Batch Quantity / : 17316.000 units /
Cepus Ne O6beM napTuu 17316.000 emyinur
Analytical Report No. / : 040002574806 Date of Analysis / : 30.06.2024
AHaJnTHYecKHii oT4yeT Ne Jarta ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BOACTBA I'open go
Analysis performed according ND / Auann3 nposeaen mo HJI: JII1-007239-300721
| Ne|  Test/ITokasarens Result / PesyabTaThl Specification / Hopma |
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopowok ot 6enoro
[Mopowiok Gejjoro uera ¢ 20 noyrn 6eloro UBETa, ¢ XapaKIepHbM
XapaKTepHbIM 3aMaxoM. 3aMnaxoM.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHoBJIEHHBII pacTBOp characteristic odor, with small| odor shall be observed, may have small
amount of suspended | amount of suspended particles. /
- appearance / Orucanue particles. /  becuBeTHslii | becuBETHBIH pacTBOp ¢  XapaKTEPHBIM
pPacTBOp C  XapakKTepHbIM | 3aMaxoM, C BO3MOXKHBIM COJEpPKaHHEM
| 3amaxoM, ¢  HeOOJbIIWM | HeOONBIIOr0 KOJMYECTBA  B3BELICHHBIX
KOJIMYECTBOM  B3BELICHHBIX | YaCTHLI.
YacTHLI.
Ne Test / [lokaszaTens Result / PesysabTarer Specification / Hopma ]
- Color of the solution / Complies / Color intensity of the solution does not|
yeemuocms CooTBeTcTBYET exceed color intensity of reference standard
By. / PactBOop momxeH OBITh OKpallleH HE
- foJee HHTEHCHBHO, YeM 9TanioH Bo. |
3 | Dissolution time / 01 min 09 sec /01 muu 09 cex | Not more than 5 min. / He 6onee 5 MuH.
Bpemsi pacTBopeHust { _
4 |pH of solution / pH pacTBOpa 6.6 5.8t07.8./0t15,8 no 7,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykr coorBeTcTBYET Tpebopanusm HJT 3akaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Santosh IlpoBepeno: Pawan Kumar Onobpeno: Mernemxkep / PykoBoauresnb
Kumar Maurya .{}O\} { Manoj Kumar e /
Roprint Date / Reprint Date / Reprint Date /
Hara: 30.06.2024 Hara: 30.06.2024 Hara: 30.06.2024
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Dr.Reddy’s ‘%.'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

IIpoayxr Hoyknnn® Dxenpecc (ubynpoden + napaueramor), NOPOLIOK JJisi IPHTOTOBJICH Ul
pacTBOpa AJIs IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401137 Batch Quantity / + 17316.000 units /

Cepusa Ne O0beM NapTHH 17316.000 e qunny

Analytical Report No. / : 040002574806 Date of Analysis / : 30.06.2024

AnanutHdyeckuii oruet Ne JlaTa aHaJH3a

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

JlaTa npou3BOACTBA T'onen no

Analysis performed according ND / Anaaun3 nposeaen no HJI: JIII-007239-300721

Ne Test / IloxazaTenanb
5 |[[dentification / IlogJIHHHOCTEL

4) by HPLC / BOXXX

— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

Result / Pe3yabTaThbi

Specification / Hopma

Complies /
CoOTBETCTBYET

The retention times of the main peaks in the
chromatograms of test solutions should
correspond (o those in the chrommatograims of
reference  standards solution (Assay
section). / BpeMst yiepKUBaHUSI OCHOBHBIX
IMKOB Ha XpoMAaTorpammax HCHBITYeMBIX
pacTBOPOB  JIODKHBI ~ COOTBETCTBOBATH
BpeMeHaM yIepKUBaHHS
[ COOTBETCTBYIOLIMX OCHOBHBIX THKOB Ha
XpOMaTOrpaMMax pacTBOpa CTaHAapTHBIX
obpasuo  (pazmen  «KommuecTseHHOe
oIpeJieNIeHHE»).

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
npoBeeHHd  Tecta  «KonmuvecTseHHOE
onpeneneHue» Y®-CEeKTpbl UCIBITYEMBIX
PacTBOPOB JOJKHBI COOTBETCTBOBATh Y D-
CHeKTpam CTaHAAPTHBIX pacTBOPOB
ubynpodeHa 1 napaueTaMmona.

Remarks : The Product confirms to ND/

Ipumeuanne: [Tpogykr coorBeTcTByeT TpebGoBaHusiM H]T

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[TonroroBnerno: Santosh
Kumar Maurya A-’.'

o=

Checked by /
ITpoepeHo: If}awan Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresb
Manoj Kumar

Reprint Date /
Hata: 30.06.2024

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Jara: 30.06.2024

457, Road Mo 2, Baniaia Hilis, Hyderabad - 500024, Telangana, india

1000 2989, Eminil: mail@drreddys.com
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Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
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 selution, 400 mg + 325 mg
Hpoaykr : M6ykaun® Dxenpece (uGynpoden + napaueramosn), OPOIIOK AJIsI IPUTOTOBJIEHHS]
pacTBopa AJs1 NpuemMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401137 Batch Quantity / + 17316.000 units /
Cepusa Ne O6beM napTui 17316.000 exuuuis
Analytical Report No. / : 040002574806 Date of Analysis / : 30.06.2024
AHaauTH4ecKuii oTyeT No Jata ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npon3BoacTBa T'open no

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

Ne Test / Ilokazatenn | Result / Pe3yabTaThl [ Specification / Hopma

6 |Particle size / Pa3mep uacTui ' 100 % Particle size less than 2 mm — not less

than 95 %; / Yactul pa3MepoM MeHee 2 MM
— HC McHce 95 %;;

81 % Particle size less than 0.25 mm — not less
than 60 %. / yacTHIl pa3MepoM MeHee

0,25 MM — He MeHee 60 %.

7 Water/ Bona

8 |Related substances /
PoacTBeHHBbIE NpHMecH

- tbuprofen / ubynpodghen

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

51% Not more than 8.0 % w/w. / He 6onee 8,0 %.

0.04% Individual unidentified impurity - not more
than 0.15 %. / Equnn4Has

HeUeHTU GHIHPOBaHHAS IPUMECDH - HE
oonee 0,15 %.

0.04% Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.

Huxe npenena obuapyxenust |[Ipumecs K - He 6onee 0,15 %.
(IT0 =0.01 %) _
Below LOQ (LOQ = 0.05 %) / |Individual unidentified impurity - not more |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpogykr coorBeTcTBYET TpeboBanuam H] 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarorosneHo: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemkep / PykoBoaurenb
Kumar Maurya @ Manoj Kumar > (
Reprint Date / Reprint Date / Reprint Date /

HIara: 30.06.2024 Hata: 30.06.2024 Hara: 30.06.2024

ilis, Hyderabad - 500024, Telangana, india
19CH 2959, Email: mail@drreddys,.com
L984PLCC04507




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

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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykrt N6ykaun® Dxcnpece (n6ynpodeH + mapaneTamo.), NOPOLIOK AJist HPHIOTOBJICHHS
pacTBopa ISl IpHeMa BHYTpb, 400 mr+325 mr

Batch No. / : V2401137 Batch Quantity / : 17316.000 units /
Cepus Ne O06beM MapTHH 17316.000 eauuulg
Analytical Report Ne. / : 040002574806 Date of Analysis / + 30.06.2024
AxanuTHdeckuii oruer No JlaTa aHaau3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Hata npousBoacTBa T'ogen ao

Analysis performed according ND / Anaaun3s npoBenen mo HJI: JIII-007239-300721

Specification / Hopma |

Ne [ Test / IloxasaTens Result / PesyabTaTbl
Huxe npenena than 0.10%. / EnuHn4Hag i
KONMYECTBEHHOTO HEUJEHTU(GULMPOBAHHaS IPUMEChH - He
onpeaenenus (TIKO = 0.05 %) [bonee 0,10 %.
Below LOQ/ Hwxe npenena  [Total impurities - not more than 0.5%. /
KOJIMYECTBEHHOTO CymMma npumeceii - ue 6onee 0,5 %.
I onpeeneHus -
' 9 |Uniformity of dosage units /
OIHOPOAHOCTDH A03UPOBAHUS
- ibuprofen / ubynpodhen 2.1 ‘ Acceptance value (AV) should not be more
| than 15.0. / TTokasatesnb NPHEMJIEMOCTH
(AV) nomxeH 65ITh He Oonee 15,0.
1.4 Acceptance value (AV) should not be more
- paracetamol / napayemanmon than 15.0. / IlokasaTens MpHEMIIEMOCTH
(AV) pomxen 6bITh He Gosiee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OTOBPEHO

Prepared by / Checked by /
IMoarotosnexno: Santosh IIpoeepeno: Pawan Kumar

Kumar Maurya @/ 5
— i

e

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Manoj Kumar ; /)
@L‘
.-r""J

Reprint Date /
JHara: 30.06.2024

Reprint Date /
Jlata: 30.06.2024

Reprint Date /
Jara: 30.06.2024

Me 3, Benjara
431 40 49
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Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : H6yknun® Dxenpece (uGynpodeH + napaneramo.), MOPOUIOK /sl IPUTOTOBJICHHS
pacTBOpa AJid IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401137 Batch Quantity / : 17316.000 units /
Cepus Ne O06beM napTum 17316.000 e qyunuL |
Analytical Report No. / : 040002574806 Date of Analysis / : 30.06.2024
AHaauTHyecKuil oTyeT No Jata aHaausa
Date of Manufacture / 1 06/2024 Date of Expiry / : 05/2026
JaTa npou3BOACTBA T'ogeH no

Analysis performed according ND / Apanus nposeaed no HJ/L: JIII-007239-300721

Ne | Test/Ilokasarens Result / PesyabTaThl Specification / Hopma
10 | Microbial limits /
MukpoOHosiornieckas YucToTa 05 CFU/g/ a) Total aerobic microbial count - not
05 KOE/r more than 1000 CT'U/g. /
OO611ee YnCIIo a3poOHBIX MUKPOOPraHHU3MOB
- He 6onee 1000 KOE/T.
NIL CFU/g / b) Total combined yeasts and mould -i
KOE/r not more than 100 CFU/g. /
OO61ee YHCIIO APOMNOKEBBIX W IIIECHEBBIX
rpu6oB - He 6onee 100 KOE/T.
Absentper 1 g/ c) Escherichia coli - shall be absent per 1 g./
. OrtcyTtcTBYET B IT Escherichia coli - orcytcTBHe B 1 T.
11 | Assay / KoanuecTBenHoe
onpeaenenue
- tbuprofen / ubynpodgen 406.5 mg (101.6%) / 360.0 mg to 440.0 mg of Cp;3HisO2
406.5 mr (101.6%) | (ibuprofen) (90.0% to 110.0 % of label
| claim) per sachet. / Ot 360,0 mr o 440,0 mr
|Ci3H1302 (ubynpoden) (ot 90,0 % mo
110,0 % OT HOMHHAJIBHOTO COAEPXAHHS) B |
OJTHOM TTaKeTHKE.
- paracetamol / napayemamon 331.4 mg (102.0%) / 2925 mg to 357.5 mg of CgHoNO:
331.4 mr (102.0%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr g0 357,5 Mr
CsHoNO, (mapaueramon) (ot 90,0 % 1o
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IponykT coorBeTcTBYeT TpeboBanuam H]I 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBnexno: Santosh IIpoepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoaurens
Kumar Maurya @ g Manoj Kumar ;2 ?
Reprint Date / Reprint Date / Reprint Date /
Hata: 30.06.2024 Hara: 30.06.2024 Hara: 30.06.2024

Registeired Gifices §-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.ccin

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘%.'

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Ho6ykann® Dxcnpece (u6ynpodeH + napaneramosn), NOPOLIOK /sl IPUTOTOBJICHHS

pacTBOpa Uil IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401137 Batch Quantity / : 17316.000 units /
CepHs Ne O0BeM napTHn 17316.000 eavnui
Analytical Report No. / : 040002574806 Date of Analysis / : 30.06.2024
AHaluTHYecKHil oTyeT No JlaTa ananm3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BOACTBA TI'ogen go
Analysis performed according ND / Ananus nposeaen no HJL: JIIT-007239-300721

N_é;__ Test / ITokazaTean Result / PezyabTaThl Specification / Hopma B
110,0 % OT HOMHHATIBHOIO COAEPXKAHYS) B

OJTHOM TNaKETHKE.
| 12 |Package / YnakoBka |5 gin a sachet of a combination |5 g in a sachet of a combination material

| material (laminated

| paper/ LDPE/aluminum
\foil/LDPE). 9 sachets and
patient information leaflet in
|carton pack. / [lo 5 r B
IaKeTHKE u3
KOMOUHUPOBAHHOTO
Martepuana (1aMUHUPOBaHHAs

oymara/[19HI/antoMmuHKEBas

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./Ilo5rB
NaKeTHKe u3 KOMOWHHPOBAHHOTO
MaTepHana (namuHKpOBaHHas
6ymara/TIOHI/antomnaueBas
donpra/TIHIL). Ilo 6 Mau 9 nakeTHKOB
BMECTE C MHCTPYKLUHUEH NO NPUMEHEHHIO B
NayKy KapTOHHY!O.

15

donwra/IIOHIT). Ilo 9
MaKEeTUKOB BMECTE c|
HHCTpYKUHEH 1o
TIPUMEHEHHIO B na4Ky
'KapTOHHYIO.
13 |Labeling / MapxupoBka According to ND. / B cootBetctBuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / Ipu Temnepatype He Bbuue 25 °C.
Xpanenue
Shelf life / Cpok roguocTH 2 years. / 2 ropa.

Remarks : The Product confirms to ND/

ITpumeuanue: [TponyKkT cooTBeTCcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh [Mposepeno: Pawan Kumar Onobpeno: Menemkep / Pykosogurens
Kumar Maurya 2 Manoj Kumar @g}ﬁ
Repriul Dale / Reprint Date / Reprint Date /

JHara: 30.06.2024 Hata: 30.06.2024 Hara: 30.06.2024

57 W2
3- 7

kil
1.,

} 2530, Fax

CI:

Rond Mo 2, Banjara Hillz, Hyderabad -

a5

5AP1984PLCO0AST0Y
wevrdrieddys.com

403500 2939, Email: inal

500024, Telangana, india
l@drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@e
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, 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
Hpoaykr : H6yxkaus® Ixenpece (uGynpoden + napaueramo), IOPOUIOK A5t IPUTOTOBJIEHHSA

pacTBOpa AJid IpHeMa BHYTpb, 400 Mmr+325 mr
Batch No. / : V2401137 Batch Quantity / : 17316.000 units /
Cepus Ne O06bem napTuu 17316.000 eqununi
Analytical Report No. / : 040002574806 Date of Analysis / + 30062024
ApaaurHdeckuii oTyer Ne JlaTa aHa/IM3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npon3BoOACTBA I'ogen go
Analysis performed according ND / Anaan3 nposeen no HJI: JII1-007239-300721

API name / HaumenoBanue ADC: Ibuprofen sodium dihydrate /
Paracetamol / [TapaueTtamosn
H6ynpodena HaTpus AUTHAPAT
INN / MHH: Ibuprofen / U6ynpodben Paracetamol / [lapaueramon
API manufacturer batch number / SB2F0004 APAPE2024030206

Homep cepun npousBoguteisi ADC:

FP Manufacturer API Batch number /

Homep cepnu cyGecTaHIUM FERA00041 FERA00220
npouspoautens I'JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIpousBoaurtenp ADPC, crpaHa: BAC® Kopnopeiimn, CILA ['panynec Munus Jlumuren, Muaus

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

Ipumeyanue: [IpoayKkT cooTBeTCTBYET TpeboBanuam HJI 3akiouenue: OJOBPEHO

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

IMoarotosneHo: Santosh ; [Tpoeepeno: Pawan Kumar Onobpeno: Menemxkep / PyxoBoauTenb

Kumar Maurya %1 Manoj Kumar o=

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2024 Jara: 30.06.2024 Jlara: 30.06.2024

Registored Oifice: 5-2-327, Rosd Mo 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 81 40 4200 25068, Fax: +8 3909 2999, Email: meil@drreddys.com
CH: L3S 195AP1984PLCCAS07
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