Dr.Reddy’s Q':"

Dr. Reddy's Laboratories Ltd.
Formulation 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
CEPTHO®HUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykt U6yknna® Dxcnpecc (M6ynpoden + napaueramon), opoLIOK AJIsl IPUTOTOBJIEHHUS PacTBOpa
JUIS TIpeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2301609 Batch Quantity / : 16772 units /
Cepus Ne O6beM napTuu 16772 epuHu
Analytical Report No. / : 890001686490 Date of Analysis / . 18.09.2023
AHanuTtrueckui otyeT No JlaTa aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata npou3BoICTBa T'ogen go
Analysis performed according ND / Ananus nposeneH no HJI: JI[1-007239-300721
[ ONe Test / IlokazaTesn Result / Pe3yibTaThI Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopomok ot 6enoro
IMopoutok Genoro 1BeTa €| X0 MOUYTH 6ENOTO LBETA, € XapPAKTEPHBIM
XapaKTepHbIM 3aIlaXxoM. 3amaxoMm.
2 | Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHoB/IeHHBIH pacTBOP characteristic odor, with small| odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /
- appearance / onucanue Becupetuslii pactBOp C| becnBeTHBIH pacTBOP C XapakTepHBIM
[XapaKTepHbIM  3allaxOM, C| 3allaXxoM, C BO3MOXHBIM COJEPKaHHEM
HEOOTBIINM KOJIMYECTBOM | HEOONBILIOO  KOJIMYECTBA  B3BELUEHHBIX
_ [B3BELIEHHBIX YaCTHL. | yacTHIL
- Color of the solution / Complies / Color intensity of the solution does not
ysemHnocmep CoOTBETCTBYET exceed color intensity of reference
standard Bo. / PactBop nomxeH OBITH
okpalileH He 0oJee WHTEHCHUBHO, 4eM
3TanoH Bo.
3 |Dissolution time / 01 min 01 sec/ 01 munu 01 cex |Not more than 5 min. / He 6onee 5 Mun.
Bpems pacTBOpeHHst -
| 4 |pH of solution / pH pacTBopa 6.5 5.8t07.8./0t158 no7,8.

Remarks : The Product confirms to ND/

Ipumeuanue: [ponykr coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zarkawdyeaue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToprorosneHo: Pardeep [Tporepeno: Santosh Kumar Onobpeno: Menemxep / PykoBouTens
Kumar t _ Maurya (_/L\__-/ Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / \
Jara: 25.11.2023 Hara: 25.11.2023 Jara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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) L Formulation Unit-6

Dr. ReddY S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mponykr : H6ykmun® Dxenpece (ubynpodeH + napaueramorn), MOpPOLIOK A IIPUTOTOBJIEHUs PACTBOpa

JUTS IpUeMa BHYTpb, 400 mMr+325 mr

Batch No. / 1 V2301609 Batch Quantity / : 16772 units /
Cepus Ne O6bem napTHu 16772 equHUL
Analytical Report No. / : 890001686490 Date of Analysis / : 18.09.2023
AHanuTH4eckuii otuer Ne Jlata ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlara npou3BoJcTBa ['oxeH no

Analysis performed according ND / Ananu3 nposenex no HJI: JIT1-007239-300721

ONe Test / IlokazaTesn Result / PesyabTaThl | Specification / Hopma
5 [dentification / IloaJuHHOCTE Complies / The retention times of the main peaks in
CooTBeTCTBYET the chromatograms of test solutions
A) UpHELC./ B, should correspond to those in the
— Ibuprofen / ubynpodpen chromatograms of reference standards
solution (Assay section). / Bpewms
~ Paracetamol / napayemamon YIAEpKUBAHUA OCHOBHBIX THKOB Ha
XpoMarorpaMmax HCTIBITYEMBIX
pacTBOpOB JIOJDKHBI COOTBETCTBOBAThH
BpeMeHaM YAEPKUBAHHUS
COOTBETCTBYIOLUX OCHOBHBIX MUKOB Ha
XpomaTtorpaMmax pacTBOpa

CTaHIapTHBIX  00pasloB (pazmen
«KONYECTBEHHOE ONpPEJIENIEHUER).

B) by HPLC-UV / B2XX-Y® Complies / When carrying out the "Assay" test, the
b J ub COOTBETCTBYET UV spectra of the test solutions should
— Ibuprofen / ubynpogen correspond to those of ibuprofen and

paracetamol standard solutions. / Ilpu

— Paracetamol / napayemamon
nposenenun Tecta «KonMdyecTBeHHOE

OIpeETICHUE» Y®-cnekTpbl
HCIIBITYEMBIX ~ PacTBOPOB  JIOJDKHBI
COOTBETCTBOBATh Y®-cnektpam
[ CTaHAApPTHHIX pacTBOPOB UOyNpodeHa u
| napareramona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpoaykT coorBeTcTBYeT TpebGopanusam HJL 3akawdenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IonrororneHo: Pardeep [Iposepeno: Santosh Kumar Onu0peHL: MeHeume \/ PykoBogutens
Kumar E Maurya & Abhishek Chauhan L \
Reprint Date / Reprint Date / Reprint Date / '
Hata: 25.11.2023 Jara: 25.11.2023 Hara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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
CEPTU®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Tponykt U6yxnun® Dkenpecc (MOynpodeH + napaueTamos), NOPOLIOK A1 MPHTOTOBJIEHHS PaCTBOpa
IS TIpHeMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2301609 Batch Quantity / : 16772 units /
Cepus Ne O6nem napTiu 16772 equHuL
Analytical Report No. / : 890001686490 Date of Analysis / : 18.09.2023
AHanuTHyeckuii oTyet No JlaTa aHanuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JlaTa mpou3BO/ICTBA T'onen no
Analysis performed according ND / Ananu3 nposesied no HJI: JIT1-007239-300721
ONe Test / ITokasaTesn [ Result / Pe3yabTaThl | Specification / Hopma
6 |Particle size / Pazmep yacTun 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 %. / yacTUI pa3MepoM
MeHee 0,25 MM — He MeHee 60 %.
7 |Water / Bopa 4.7 % Not more than 8.0 % w/w. / He Gonee

8,0 %.

8 |Related substances /
PonacTBeHHBIE IPUMeECH

- ibuprofen / ubynpogpen

- paracetamol / napayemamon

Below LOQ (LOQ = 0.04 %) /

onpexaenerus (ITKO = 0.04%)

Below LOQ / Huxe npenena
KOJTMYECTBEHHOTO ONPeaeTIeHHS

|
|

Individual unidentified impurity - not

Hibke npeaena konmauectsenHoro 'more than 0.15 %. / Exunnusas

HEeUJIeHTU GHIUPOBAHHAS IPUMECD - HE
oonee 0,15 %.

Total impurities - not more than 0.5%. /
CymmMa mpumeceii - He Oonee 0,5 %.

Below BDL (BDL~= 6328) / Huxe Impurity K - not more than 0.15%. /
rmopora perucrpaiuu (IIP =6328) [[Ipumeck K - He 6onee 0,15 %.

Remarks : The Product confirms to ND/

Ilpumeuanne: [Tponykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Pardeep IIpoBepeHo: Santosh Kumar Opobpeno: Menetxkep / PykoBogurens
Kumar Maurya Abhishek Chauhan P\

Reprint Date / Reprint Date / Reprint Date /

Hara: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




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

CEPTUOUKAT AHAJIU3A
Product . Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponyktr : H6ykaue® Dxenpece (MOynpodeH + napaneramon), MOpOLOK A NPUTOTOBJEHHs PACTBOpa

JUis mpuemMa BHYTpb, 400 Mr+325 mMr

Batch No. / 1 V2301609 Batch Quantity / : 16772 units /
Cepust Ne O6bneM napTuu 16772 epuHuL
Analytical Report No. / : 890001686490 Date of Analysis / : 18.09.2023
AHanuTHyeckui ordeT No JlaTa aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2025
JlaTa mpou3BoJICTBA I'omen no

Analysis performed according ND / Ananu3s nposeaen no HJI: JIT1-007239-300721

| ONe Test / IlokazaTenb Result / PeaynbTaTnl | Specification / Hopma
Below BDL (BDL= 6328) / Huxe |Individual unidentified impurity - not
nopora peructpauuu (ITP =6328) [more than 0.10%. / Enuan4Has

HeueHTHHIMPOBAaHHAS [IPUMECH - HE

oonee 0,10 %.

Total impurities - not more than 0.5%. /
iclopa BIUE i lics BORRrg Cymma npuMeceii - He 6onee 0,5 %.
perucTpanuu

9 |Uniformity of dosage units /
[(OxHOpoAHOCTH N03HPOBAHHUA
- ibuprofen / ubynpoghen 3.4 Acceptance value (AV) should not be
' more than 15.0. / [Toka3arens
npremnemMocTd (AV) noJkeH OBITh He
6oree 15,0.

- PanaCetam ol NepaaeH T 3.4 Acceptance value (AV) should not be I
more than 15.0. / Iloka3sarens
npremnemMocTd (AV) JOIKeH OBITh He
6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykr coorBeTcTBYET TpeboBanmsam HT 3axkmouenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Pardeep ITposepeno: Santosh Kumar OnobpeHo: Meneaxep / PykoBoaurensb
Kumar [ Maurya 2.9 Abhishek Chauhan |

- " L
Repriut Date / Repiint Date / Reprint Date /
Hata: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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
CEPTHOHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITponykt U6ykmua® Dxcnpecc (MbynpodeH + napaueramolt), MOPOLIOK AJsl IPUTOTOBIEHHS PACTBOpa
JUIS TpHeMa BHYTpPb, 400 mr+325 mr
Batch No. / 1 V2301609 Batch Quantity / : 16772 units /
Cepus Ne O6nem napTiu 16772 eqnHuL
Analytical Report No. / : 890001686490 Date of Analysis / : 18.09.2023
AHanutuieckuit otuet No Jara ananuza
Date of Manufacture / : 08/2023 Date of Expiry / 2 07/2025
Jlata npon3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaet no HJI: JIT1-007239-300721

ONe Test / [Toxa3zaTeasb

Result / PesybTaThbi

Specification / Hopma

10 | Microbial
MuxkpoOHooruieckasi H44CTOTAa

limits /

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcyrtcrByeT B Ir

a) Total aerobic microbial count -
not more than 1000 CFU/g. /

Ob1ee 4HCII0 a3pOOHBIX
MHKPOOpraHu3MoB - He Oonee 1000
KOE/T.

b) Total combined yeasts
mould - not more than 100 CFU/g. /
O611ee YKCITO APOXIKEBBIX U INIECHEBBIX
rpu6oB - He 6onee 100 KOE/T.

c) Escherichia coli - shall be absent per 1
g./ Escherichia coli - orcyTcTBHE B 1 T,

and

11 | Assay / KonnvecTBeHHOE
onpejeieHHe
- ibuprofen / ubynpogen

- paracetamol / napayemamon

398.8 mg (99.7%) /
398.8mr (99.7%)

328.5 mg (101.1%) /

360.0 mg to 440.0 mg of Ci3Hi502
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr mo
440,0 Mr Cj;3HisO2 (ubynpoden) (ot
90,0 % npo 110,0 % oT HOMHMH&JIBHOTO
COJIepXKaHKs) B OHOM TTaKETHKE.

292.5 mg to 357.5 mg of CsHyNO,

Remarks : The Product confirms to ND/

IIpumeuanne: [TponykTt coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: Pardeep ITposepeno: Santosh Kumar Onobpeno: Menemikep / Pykoponurens
Kumar Maurya Abhishek Chauhanw\

< S
Reprint Date / Reprint Date / Reprint Date /
Hata: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpomyxt U6ykmun® Dxcnpece (ubynpodeH + mapaneramon), NOPOLIOK JUlsl IPUTOTOBICHUS PaCTBOpa

JUIs IpHeMa BHYTpE, 400 Mr+325 Mr
Batch No. / : V2301609 Batch Quantity / : 16772 units /
Cepus Ne Obbem naptHi 16772 egnnuiy
Analytical Report No. / : 890001686490 Date of Analysis / : 18.09.2023
Ananmutuyeckuii otveT Ne Hara ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JlaTta mpou3BOJICTBA T'omen no

Analysis performed according ND / Ananus nposenet no HJI: JIIT-007239-300721

0Ne Test / loka3aTeanb

Result / PesyabTarer |

Specification / Hopma

328.5 mr (101.1%)

(paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 Mr 10
357,5 Mr CgHoNO, (napaueramon) (oT
90,0 % no 110,0 % OT HOMHUHANLHOTO
COZIep)KaHHs) B ONHOM IaKETHKe.

12 |Package / YnakoBka

5 g in a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and patient
information leaflet in carton pack.
/ TIo 5 r B MNakeTHKEe H3
KOMOMHHMPOBAHHOTO MaTepHaja
(MaMUHHPOBaHHAS
6ymara/TISHI1/antoMuHuEBAs
donera/ITOHIT). ITo 9 nakeTHkoB
BMECTE C HHCTpYKLMEH 10
IIPHMEHEHHIO B nayKy
KapTOHHYIO.

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 5
I B IakeTHKke W3 KOMOHWHHPOBAHHOIO
Mmareprana (TaMuHMpOBaHHAs!
6ymara/TIOHIl/anoMunreBas
¢onera/[TOHIN). TTo 6 unu 9 nakeTuKoB
BMECTE C HHCTPYKLMEH 110 IPUMEHESHHUIO
B MaYKy KapTOHHYIO.

13 |[Labeling / MapkupoBka

According to ND. / B cootsetcTBUH ¢ H]I. |

14 |Storage conditions /
XpaHeHHe

Store below 25 °C. / Ilpu Temnepatype He Boime 25 °C.

15 |Shelflife / Cpok roanocTu

2 years. / 2 roza.

Remarks : The Product confirms to ND/

IIpameuanne: [IpoxykT cootBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoxroroBneHo: Pardeep IIpoeepeHo: Santosh Kumar Opobpeno: Mewnemkep / PykoBoauTens
Kumar I Maurya v\ Abhishek Chauhan \ ) \
Reprint Date / Reprint Date / Reprint Date / B

Jara: 25.11.2023 Jara: 25.11.2023 IaTa: 25.11.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

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

[Iponyxt H6ykmuu” Dxenpece (nbynpoden + napaueramon), NOPOLIOK A/ NPUTOTOBICHHA PpacTEOpa
JUIs IpuemMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2301609 Batch Quantity / : 16772 units /

Cepus Ne O6bem napTui 16772 epuumi

Analytical Report No. / : 890001686490 Date of Analysis / : 18.09.2023

AHanuTryeckuit otdeT Ne JlaTa aHanM3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025

JlaTa npon3BojcTsa I'oaex 1o

Analysis performed according ND / Ananu3 nposesien no HJI: JII1-007239-300721

API name / HaumeHnoBanne ADC:

Ibuprofen sodium dihydrate /
H6ynpodena HaTpus JUruapar

Paracetamol / [Tapaneramon

nponzsoautens I'JID:

INN / MHH: Ibuprofen / 6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / SB1F0061 APAPE2023060681
Homep cepun nponsBogutensi ADC:

FP Manufacturer API Batch number /

Homep cepnn cybcTanRH FEQAO00014 FEQA00328

API Manufactured by & country /
Ipoussoauteibr APC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiiun, CIIA

Granules India Limited, India /
I'panynec Mupus Jlumuren, Muaus

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykt coorsercTByeT TpeboBanusm HIT

Conclusion : APPROVED /
3akagenue: OJJOBPEHO

Prepared by /
IloarorosineHo: Pardeep

Checked by /
IMposepeno: Santosh Kumar

Approved by: Manager/Executive /

Jlara: 25.11.2023

Jara: 25.11.2023

Onobpeno: Meuesxep / PykoBoauresp
Kumar Q]"/ Maurya  (qp- Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

Hata: 25.11.2023

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

CIN: L85195AP1984PLC004507

www.drreddys.com




