Dr.Reddy’s “:’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 38166 56001-02
wwivy.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT Hoyxaun® Ixcnpece (u6ynpodeH + napameramos), HOPOLIOK AJIS IPHTOTOBJIEHHS
pacTBOpa JUId pHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401301 Batch Quantity / + 17355.00 units /
CepHa Ne Oo0beM napTun 17355.00 envnnn
Analytical Report No. / : 040002593757 Date of Analysis / : 13.07.2024
AnaJinTu4eckuii ordyet No JlaTa aHau3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npoM3BoaAcTBa T'ogen no
Analysis performed according ND / Ananu3 npogenes mo H/I: JIII-007239-300721
 Ne Test / Iloka3zaTenan Result / PesynbTaTh! ~ Specification / Hopma
1 |Description / Onucanue White  powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / [Topotok ot 6enoro
[Nopouiox 6Genmoro mpera ¢| KO MOYTH OENoro UBETa, ¢ XapaKTepHLIM
XapaKTepHbIM 3aMaxoM. | 3amaxoMm.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHoBIeHHbII pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended | amount of suspended particles. /
- appearance / onucanue particles. /  becuperHblii| BecuBeTHbli pacTBOp € XapakTEpHBIM
pacTBOp €  XapaKTepHLIM | 3aMaXOM, C BO3MOXHBIM COJECpPIKaHUCM
3aMaxoM, ¢  HeOONbIIMM | HeOONBIIOr0 KOJMYECTBA B3BELIEHHBIX
KOJIMYECTBOM  B3BELUEHHBIX | YaCTHILI.
YACTHII.
Ne | ~ Test /IlokaszaTesb | Result / Pe3yabTatsl Specification / Hopma
- Color of the solution / ' Complies / Color intensity of the solution does not
UBEMHOCHb | CooTBEeTCTRYET exceed color intensity of reference standard
By. / PacTBOp nmomkeH ObIThb OKpalleH He
Oosee MHTEHCUBHO, YeM 3TanoH By, |
3 |Dissolution time / 01 min 05 sec/ 01 mun 05 cex | Not more than 5 min. / He 6osnee 5 MuH.
Bpems pacTBopeHus
4 | pH of solution / pH pacrBopa 6.7 5.8t07.8./015,8 107,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoxykT cooTBeTCTBYET TpeboBanusam HJT 3akmoyenune: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosnexo: Ra}nakant IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykopoaiTteib
Maurya / Pavan Kumar Sharma on—>
e 2 ="
Reprint Date / Reprint Date / Reprint Date /
Jara: 13.07.2024 Jara: 13.07.2024 Hara: 13.07.2024

vdreddys com




Dr.Reddy’s ‘_’:‘

Cr. Reddy's Laboratories itd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
wwwdrieddys.corm

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT H6ykaun® Dxenpece (ubynpoden + napaneramod), NOPOLIOK AJisi IPHTOTOBJICHHST
pacTBOpa AJsi IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2401301 Batch Quantity / + 17355.00 units /
Cepha Ne O6bem napTun 17355.00 equnun
Analytical Report No. / : 040002593757 Date of Analysis / : 13.07.2024
AHnaJuTnyeckmii orger Ne Jarta anannsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npon3BoOACTBA I'ogen no

Analysis performed according ND / Ananus nposenes no HJ/: JITI-007239-300721

Result / Pe3ysbTaThi

[ Ne | Test/Ilokasarean
5 I'[dentiﬁcation / TIogIHHHOCTDH

) by HPLC / BOKX
—~ Ibuprofen / ubynpodhen

— Paracetamol / napayemamon

Complies /
CoOOTBETCTBYET

‘Specification / Hopma

The retention times of the main peaks in the
chromatograms of test solutions should
correspond Lo those in the chromalograms of
reference  standards solution (Assay
section). / BpeMsi yaep:xuBaHUsI OCHOBHBIX
MHKOB HA XPOMATOrpaMMax MCIBITYEMbIX
pacTBOPOB  JOJDKHBI ~ COOTBETCTBOBATH
BpEMEHaM yZAepXKHBaHUsI
COOTBETCTBYIOLIMX OCHOBHBIX MMKOB Ha
| XpOMATOrpaMMax pacTBOPa CTaHAPTHAIX
|06pa31.1013 (pasmen  «KonuuecTBeHHOE
| OmpeseNcHUER).

|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|
[mpoBenenun  Tecta  «KoJM4ecTBEHHOE
| onpenenenue» Y®-cneKTpbl UCIBITYEMBbIX
PacTBOPOB JOMXKHBI COOTBETCTBOBATE Y O-
CIIEKTpam CTaHOApPTHBIX pacTBOPOB
ubynpodena u napaueramora.

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT coorBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosnerno: Ramakant
Maurya

Checked by /
ITpoBepeHo: Santo;%Kumar

e

Approved by: Manager/Executive /
Onobpeno: Menempkep / Pykoppanrens
g Pavan Kumar Sharma g

Ao

Reprint Date /
Jarta: 13.07.2024

Reprint Date /
Hata: 13.07.2024

Reprint Date /
JHara: 13.07.2024

r

Registared Clricer 5-2-332

) 2929, Email: mail@drraddys.com
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Dr. Reddy's l.aboratories [t.
Formulation Unit-6

Vill. Khol, Malagarh Road, Bacidi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02

vy drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpolykr H6ykann® Dxcnpece (ubynpoden + napaueramod), IOPOLIOK JJIsi IPHIOTOBJICH S
pacTBOpa 1 pHeMa BHYTpPb, 400 Mr+325 mr

BatchNo. / : V2401301 Batch Quantity / : 17355.00 units /
Ceptsa Ne O0nem napTHa 17355.00 enunun
Analytical Report No. / : 040002593757 Date of Analysis / : 13.07.2024
AHaJuTHYecKHi oTdeT Ne Jara aHayinza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npou3BoacTBa T'open no

Analysis performed according ND / Ananu3 nposeaed no HJI: JITI-007239-300721

Ne | Test / IloxasaTeJs Result / PesybTaTsl Specification / Hopma
6 |Particle size / Pazmep yacTHi 100 % Particle size less than 2 mm — not less
than 95 %; / YacTu1| pazMepoM MeHee 2 MM
— He MmeHee 95 %,
88 % Particle size less than 0.25 mm — not less
than 60 %. / yacTuLl pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boaa 54 % Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 |Related substances /
PogcTBeHHbIC IPHMECH
- ibuprofen / ubynpogen 0.04% Individual unidentified impurity - not more
than 0.15 %. / Exuanunas
HeueHTHULINPOBaHHAS TPUMECH - HE
6onee 0,15 %.
0.04% Total impurities - not more than 0.5%. /
Cymma npumeceil - He bonee 0,5 %.
- paracetamol / napayemamon Below LOD (LOD = 0.01 %) / [Impurity K - not more than 0.15%. /
Husxe npenena obnapyxenus [[Ipumecs K - He Oonee 0,15 %.
(TTO =0.01 %)
Below LOQ (LOQ = 0.05 %) / |Individual unidentified impurity - not more |
Hioxe npenena than 0.10%. / Enunuunas -

Remarks : The Product confirms to ND/
ITpumeuanne: ITponykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akiawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoxroroeneno: Ramakant ITpoeepeno: Santosh Kumar Ono6peno: Menemkep / PykoBoautels
) .
¢()__| Maurya % Pavan Kumar Sharma //Lf)vwz/./
. / p >
Reprint Date / Reprint Date / Reprint Date /
Jata: 13.07.2024 Jara: 13.07.2024 Hara: 13.07.2024
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Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Hoyxkmn® Drenpece (ubynpoden + napaueramosn), HOPOUIOK As IPHTOTOBICHIS
pacTsopa Ajsi NpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2401301 Batch Quantity / : 17355.00 units /
Cephst Ne O6peM NapTHH 17355.00 envuui
Analytical Report No. / : 040002593757 Date of Analysis / : 13.07.2024
AHAaMMTHYEeCKHH oTyeT Ne Jlara aHajiusa
Date of Manufacture / 1 06/2024 Date of Expiry / : 05/2026
JlaT4 npon3BOACTBA Toapen go
Analysis performed according ND / Ananu3s nposejieH 1o H: JI1-007239-300721
. Ne | Test / IlokasareJib l Result / PesynbTaThl Specification / Hopma ]
' [KOTMYECTBEHHOT'O HeHeHTH(NLIPOBAHHAS IPUMECH - HE
onpenenenus (ITKO = 0.05 %) [donee 0,10 %.
Below LOQ/ Hixe npenena  [Total impurities - not more than 0.5%. /
KOJINYECTBEHHOTO Cymma mpumeceif - He 6onee 0,5 %.
- onpeaeaeHuUs |
9 |Uniformity of dosage units /
OaHOPOIAHOCTh JO3HPOBAHHS
- ibuprofen / ubynpogen 1.5 Acceptance value (AV) should not be more
than 15.0. / IlokazaTenb NPHEMIIEMOCTH
(AV) nomxket 66T HE 6oiee 15,0.
1.7 Acceptance value (AV) should not be more
S paracetansolABERaenia 8ol than 15.0. / [Toxa3arens npueMJIEMOCTH
|(AV) nomxkeH GbiTh He 6onee 15,0.
10 | Microbial limits / '
| MukpoOHosorudeckast YHCTOTA NIL CFU/g/ a) Total aerobic microbial count - not
KOE/r more than 1000 CFU/g. /
IOB1ee YKcI0 a9pObHBIX MUKPOOPraHH3MOB
- e 6onee 1000 KOE/T.
NIL CFU/g / b) Total combined yeasts and mould -
KOE/r not more than 100 CFU/g. /
OflLee 4UCIO JPOXOKEBBIX H IUIECHEBBIX
rprbos - ne 6onee 100 KOE/T.
Absentper 1 g/ ic) Escherichia coli - shall be absent per 1 g./
OtcyTcTBYeT B 1T ‘Eschcrichia coli - orcytcTBHe B 1 T.

Remarks : The Product confirms to ND/

Hpumeuanue: [poaykT coorserctByer Tpedosarusm HJT

Conclusion : APPROVED /
3axiouenue: OJJOBPEHO

Prepared by /
[MoarorosineHo: Ramakant

Checked by /
INposepeHo: Santosh Kumar

Approved by: Manager/Executive /
Opno6pero: Menemkep / Pykosoautesns

Maurya Pavan Kumar Sharma (j/ P
Reprint Date / Reprint Date / Reprint Date / -
JMara: 13.07.2024 Jara: 13.07.2024 Jara: 13.07.2024

Ay Qe 72000 ©
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Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi.
Distt. Soian, H.P, 173 205, INDIA
Tel : 491 98166 56001-62
wwrdrieddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr H6yknnu® Dxcnpece (u6ynpoden + napaneramos), IOPOLIOK AJIst IPUrOTOBJIeHHS
pacTBOpa AJis npueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401301 Batch Quantity / : 17355.00 units /
Cepusa Ne O6beM napTHH 17355.00 eaunun
Analytical Report No. / : 040002593757 Date of Analysis / : 13.07.2024
Anajurnyeckuii oTuer Ne Jata aHasuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BoacTBa T'open go
Analysis performed according ND / Anann3 nposesen nmo HJI: JIII-007239-300721

Specification / Hopma

360.0 mg to 440.0 mg of CisHisO:
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
Ci3HisO2 (ubynpoden) (or 90,0 % mo
110,0 % OT HOMMHANBHOI'O COZCPXKAHUS) B

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 Mr |
CsHoNO; (mapaueramon) (ot 90,0 % nmo
110,0 % oT HOMMHANBHOTO COACPXKAaHNUA) B

| Ne | i Test / IlokazaTtenn Result / PesyabTaThbl
| 11 | Assay / KoandyecTBeHHOE
oripeaeJieHHe
- ibuprofen / ubynpoghen 396.8 mg (99.2%) /
396.8 mr (99.2%)
OJITHOM MaKeTHKe.
i - paracetamol / napayemamon | 328.9mg (101.2%) /
328.9 mr (101.2%)
OJIHOM IMMaKETHKE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: IIpogykT coorBeTcTBYET TpeboBanmsm HJJ

3axaroyenne: OJOBPEHO

Prepared by /
[MoaroroeneHo: Ramakant

73

Checked by /
IIpoBepeno: Santosh Kumar

Maurya &

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyl\OEPJl[[TCﬂb

Pavan Kumar Sharma %

Reprint Date /
Hara: 13.07.2024

Reprint Date /
Hara: 13.07.2024

Reprint Date /
Hara: 13.07.2024

wdrreddy

vderahad - 500024, Telangana, india
il mail@drreddys.com
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Dr.Reddy’s €3¢

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

Vill, khol, Malagari Road, Baddi.
Distt. Solan, H.P., 173 205, INDJA
Tel :-+91 58166 56001-02
wyywLdireddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHU3A

patient information leaflet in
carton pack. / Ilo 5 r B
MaKeTHKe U3
KOMOWHHPOBAHHOTO

MarepHana (JaMHUHHUpOBaHHAs
oymara/T[I2DHIl/antomrHneBas

donsra/IIOHIT). o 9
MaKeTHKOB BMECTE c
UHCTpYKUHER 1o
NPUMEHEHHIO B nauKy
KapTOHHYIO.

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT H6yxnun® Dxcnpece (ubynpoden + napaneramos), OPOIIOK AJisl IPHIOTOBJIEHUS
pacTBOpa LISl MpHeMa BHYTpb, 400 Mr+325 mr
BatchNo. / : V2401301 Batch Quantity / : 17355.00 units /
Ceplin Ne Oo0beM napTHH 17355.00 exnuui
Analytical Report No. / : 040002593757 Date of Analysis / : 13.07.2024
AnaJuTHYecKHii oTyeT No JlaTa ananu3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npoH3BOACTBA Togen oo
Analysis performed according ND / Ananu3 nposenen no HJ1: JI1-007239-300721
Ng____ Test / IlokasaTenb  Result / PesyabTaThbl Specification / Hopma
12 |Package / Ynakoeka 5 gin a sachet 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./Ilo5rB

naKkeTHKe U3 KOMOWHHPOBAHHOTO
Matepuana (JlTaMUHHPOBaHHAS
oymara/[IDHI1/antoMiuHneBas

donera/TISHIT). [lo 6 umm 9 naketukos
BMECTE C MHCTPYKLHEH MO MPHUMEHEHUIO B

nayKy KapTOHHYIO.

13 |Labeling / MapkupoBka

According to ND. / B coorserctuu ¢ HJL.

| 14

Storage conditions /
XpaHeHue

| Store below 25 °C. / TIpu Temneparype He Boitie 25 °C.

15

Shelf life / Cpok roanocTH

"I'2 years. / 2 Trofia.

| API name / HaumeHoBanue A®C:

Ibuprofen sodium dihydrate /

| Paracetamol / [lapaueramon |

Remarks ; The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTRYeT TpeboBanusm HJJ

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[Togrorosineno: Ramakant

Checked by /

IIposepeHo: Santosl@mar
(

Maurya

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoanTesb
Pavan Kumar Sharma

o ==

Reprint Date /

Hara: 13.07.2024

Reprint Date /

JHara: 13.07.2024

Reprint Date /
Jara: 13.07.2024

jara Hifls, Hyderabad - 500024, Telangana, india

02959, Em

ail: mail@drieddys.com




Dr.Reddy’s €5¢

Dr. Reddy's Laboratories (td,
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
CEPTUOPUKAT AHAJIHU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoAykT H6ykann® Jxenpece (n6ynpoden + napaueramos), NOPoILOK AJisi IPUTOTOBJICHHS
pacTBOpa AJist NpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2401301 Batch Quantity / : 17355.00 units /
Cepua No Oo6bem napTun 17355.00 ennuun
Analytical Report No. / : 040002593757 Date of Analysis / : 13.07.2024
AHnaJinTu4ecKkHi oTyeT Ne JlaTa ananu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BoacTBa T'oaen no

Analysis performed according ND / Anann3 nposenex no H/I: JII1-007239-300721

H6ynpodeHa HaTpusi AUTHAPAT

INN / MHH: Ibuprofen / Ubynpoden Paracetamol / IlapatieTamon
API manufacturer batch number / SB2F0004 APAPE2024030206
Homep cepun upoussoaurens ADC:

FP Manufacturer API Batch number /

Homep cepun cy6eTanun FERA00041 FERA00220

npou3BoauTeas I'JID:

API Manufactured by & country /
Ipoussogurens ADC, cTpana:

BASF Corporation, USA /
BAC® Kopnopeitin, CIHA

Granules India Limited, India /
['panynec Uugug Jlumuren, Uunus

Remarks : The Product confirms to ND/
IIpumeyanue: IlponykT cooTeTcTBYeT Tpebosanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenerno: Ramakant IIpoBepeno: Santosh Kumar Onobpeno: Menemxep / Pykogbaurenn
_& ; L(\ Maurya Pavan Kumar Sharma y//
B
Reprint Date / Reprint Date / Reprint Date /
Hata: 13.07.2024 Hara: 13.07.2024 Jara: 13.07.2024

el 20 40 4300 2960, Fax: +8

8-2-327, Road Mo 2, Banjara Hills, Hyderabad - 500024, Telangana, india
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