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 AHAJIA3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[IponykT U6ykmun® Dxcnpecc (ubynpodeH + naparetamot), MOpOIIOK i NPUTOTOBJIEHHS PacTBOpa

JUIsl TpUeMa BHYTpb, 400 Mr+325 Mr
Batch No. / : V2301607 Batch Quantity / : 17412 units /
Cepns Ne O6beM napTin 17412 enuHUAL
Analytical Report No. / : 890001684051 Date of Analysis / ¢ 31.08.2023
AHanutndeckuii otuet Ne JlaTa aHanuza
Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2025
Jata npou3sBoacTaa Tonmen no

Analysis performed according ND / Ananu3 nposeaen o HJI: JIT-007239-300721

Specification / Hopma

ONe | Test / Iloka3zaTesp Result / Pe3yabTaThl -
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopomok ot 6enoro
IMopowok 6Gemoro mBera ¢| JO MOYTH 6eJOro 1BETa, ¢ XapaKkTePHBIM
XapaKTepHbBIM 3al1aXxoM. 3aMaxoM.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristici
BoccTaHOoBJIEHHBII pacTBOP characteristic odor, with small | odor shall be observed, may have small
’amount of suspended particles.| amount of suspended particles. / !
- appearance / onucanue BecupeTHblit pacTBop ¢| beclBeTHBIH pacTBOp € XapaKTEpHBIM |
XapaKTEpHBIM  3allaxoM, C| 3allaxoM, C BO3MOXHBIM COJCPKAHHEM |
HEe60BIIIM KOJNUYECTBOM | HEGONBIIOTO KOMMYECTBA  B3BELIEHHBIX
I B3BEIICHHBIX YaCTHLL YaCTHIL
- Color of the solution / Complies / Color intensity of the solution does not
Yeemuocmb CoOTBETCTBYET exceed color intensity of reference
standard By. / PacTBOp Jo/mKeH OBITH
okpamieH He 6ojiee MHTEHCHBHO, 4e€M
| 3TaioH Bo.
3 |Dissolution time / 01 min 10 sec / 01 mun 10 cex |Not more than 5 min. / He 6onee 5 muH.
. Bpems pacTBopeHust
4 |pH of solution / pH pacrBopa 6.6 5.8t07.8./0t1 5,8 no7,8.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Tpogykt cooTBeTCTBYET TpeboBanusM HJI 3akmovenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep ITposepeno: Santosh Kumar OnobpeHo: Menexep / PykoBoaurens
Kumar Q& Maurya Abhishek ChuuhanL\
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: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product . Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpomykt : MGykmin" Dxenpecc (nGynpoden + napaueramosn), MOPOLIOK sl MPHIOTOBIEHIiSN PACTBOPa

JUIs ipAeMa BHYTPb, 400 Mr+325 mr

Batch No. / 1 V2301607 Batch Quantity / : 17412 units /
Cepusi Ne Ob6beM napTuin 17412 epuuMIL
Analytical Report No. / : 890001684051 Date of Analysis / : 31.08.2023
Ananutndeckuif oryer Ne JlaTa aHanvza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JaTa mpou3BoACTBa T'ogen no

Analysis performed according ND / Ananus nposeaes no HJI: JI[1-007239-300721

0Ne Test / IlokazaTennb - Result/ PesyabTaTsl f Specification / Hopma .
5 [Identification / IloxnnHaHOCTL Complies / The retention times of the main peaks in
CoOTBETCTBYET the chromatograms of test solutions

(4)iby HELG./ BIACK should correspond to those in the

|~ Ibuprofen / ubynpoden chromatograms of reference standards
solution (Assay section). / Bpewms

~ Paracetamol / napayemamon YIEpXMBAHHS OCHOBHBIX TIHKOB Ha
XpoMarorpaMmax HCIIBITYEMBIX

PACTBOPOB HOKHBI COOTBETCTBOBATH

BpeMeHaM YAEpKUBAHUS

COOTBETCTBYIOIIMX OCHOBHBIX ITMKOB Ha

XpoMmarorpaMmmax pacTBopa

CTaHJAPTHBIX obpa3ioB (pazmen
«KonyyecTBeHHOE ONPENieTICHUEY).

B) by HPLC-UV / BIKX-Y® Complies / When carrying out the "Assay" test, the
I b CoOTBETCTBYET UV spectra of the test solutions should
~ Ibuprofen / ubynpogen correspond to those of ibuprofen and

paracetamol standard solutions. / Ilpu

— Paracetamol / napayemamon
npoBegeHnH TecTa «KomuyecTBeHHOE

OIpENCTICHHUEY Y®-cniekTpsl
UCIIBITYEMBIX ~ PactTBOPOB  JOJDKHBI
COOTBETCTBOBATH Y ®-cnextpam
, CTaHIApTHBIX PacTBOPOB uOynpodeHa u

napaneTramMona.

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

IIpumeuanue: [Tpoaykrt cooTBeTcTBYET TpeboBanusM HJI 3akmouenue: OJIOBPEHO

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

IoarorosneHo: Pardeep ITposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoputens

Kumar Maurya . Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / \

Hata: 25.11.2023 Jara: 25.11.2023 JlaTta: 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.
Formuiation 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
CEPTHO®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Tpoaykt U6yxnun® Dxcnpece (ubynpodeH + napaneramolt), HOPOLIOK JUis MPUTOTOBJIEHHS pacTBOpa
JUTsl TIpHEMA BHYTPb, 400 Mr+325 mr
Batch No. / : V2301607 Batch Quantity / : 17412 units /
Cepust Ne O6beM napTin 17412 eninanLl
Analytical Report No. / : 890001684051 Date of Analysis / : 31.08.2023
Ananutudeckuii otuer No JlaTa aHayiin3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jarta npon3eojicTBa T'onen 1o

Analysis performed according ND / Ananus nposegex no HJI: JII1-007239-300721

0No Test / Iloka3aTeJb Result / PesyabTaThl | Specification / ﬁgp_ma -
6 |Particle size / Pa3mep yacTHi 100 % Particle size less than 2 mm — not less
than 95 %; / YacTuu pasMepoM MeHee
2 MM — He MeHee 95 %;
| 95 % Particle size less than 0.25 mm — not
| less than 60 %. / yacTuI pazmMepoM
| MeHee 0,25 MM — He MeHee 60 %.
7 |Water / Boaga 4.9 % Not more than 8.0 % w/w. / He 6onee
8,0 %.
8 [Related substances/
PoacTBeHHBIE IPUMeECH
- ibuprofen / ubynpogen 0.08% Individual unidentified impurity - not
22010 more than 0.15 %. / EnunnuHas
HEHAEeHTHOUITUPOBAHHAS IPUMECH - HE
6onee 0,15 %.
0.08% Total impurities - not more than 0.5%. /

- paracetamol / napayemamon

Below LOD (LOD =0.01 %) /
Huxe npenena obHapyxeHHA
(110 =0.01 %)

Cymma mpumeceii - He 6oitee 0,5 %.

Impurity K - not more than 0.15%. /
[[Ipumeck K - He 6o1ee 0,15 %.

Remarks : The Product confirms to ND/

IIpumeyanue: [Iponykr cootBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
Zaxauenue: OJJOBPEHO

Hara: 25.11.2023

Jarta: 25.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: Pardeep ITposepeno: Santosh Kumar Onobpeno: Menegikep / Pykosonurens
Kumar Q_I/( Maurya T Abhishek Chauhak |

— E—
Reprint Date / Reprint Date / Reprint Date / \

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 Laboratories Ltd.
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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

CEPTU®HUKAT AHAJIN3A

Product - Ibuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mponykr : WGykmuu"™ Dxenpece (nOynpoder + napaueramMmon), NOPOLIOK JUisl TPHIOTOBNEHHS pacTBOpa

IUTs TIpHEMA BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2301607 Batch Quantity / : 17412 units /
Cepust Ne O0Bem napTii 17412 egwHuI
Analytical Report No. / : 890001684051 Date of Analysis / : 31.08.2023
AHanmuTHueckuii otuer Ne Jlara aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata ripon3BojCTBa I'ogen no

Analysis performed according ND / Ananus nposees no HJL: JIT1-007239-300721

ONe Test / IlokazareJnb Result / PesyabTaThl | Specification / Epn!a_ B
Below BDL (BDL~ 6263) / Huxe
MOpora perucTpanuH (TIP =6263) Individual unidentified impurity - not
more than 0.10%. / EnvHH4YHas
HCHACHTH(HIPOBAaiHAL TPUMECE - He
oonee 0,10 %.

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

Below BDL / Hwxe mnopora
perucTpalyuu

9 Uniformity of dosage units /

OaHOpPOAHOCTD 103HPOBAHHS
- ibuprofen / ubynpogen 35 Acceptance value (AV) should not be
' more than 15.0. / [Toka3arenb
npuemieMocTH (AV) fomkeH 6BITh He
boiee 15,0.

= oot/ Hapaye Ny 2.8 Acceptance value (AV) should not be
more than 15.0. / IToxasatenb
npuemiieMocTH (AV) 10mKeH OBITh He

- bonee 15,0.
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusm HJ Zakmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Pardeep IIposepeHo: Santosh Kumar Onobpeno: Meuemwkep / PyxoBoaurens
Kumar GL' Maurya (g;/ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
JHata: 25.11.2023 Jara: 25.11.2023 Jata: 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: L85195AP1984PLCO04507
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

CEPTUDPHUKAT AHAJIM3A

Product
IIponykT

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hoyknun" Sxenpece (nbynpodes + napaneramon), NOPOLIOK /7S NPUTOTOBRICHNA pacTBOpa
JUI IpueMa BHYTpb, 400 Mr+325 mMr

Batch No. /
Cepust Ne

1 V2301607

: 17412 units /
17412 enunuiy

Batch Quantity /
ObbeM napTui

Analytical Report No. /
AHanutHueckuii orueT No

: 890001684051

Date of Analysis / : 31.08.2023

Hara ananuza

Date of Manufacture /

: 08/2023

Date of Expiry / : 07/2025

T'omen oo

JaTa npou3sBoICTBa

Analysis performed according ND / Ananus nposeneH no HJT: JITT-007239-300721

- ONe Test / IToka3aTeb

Result / Pe3yapTaThl

Specification / Hopma

10 | Microbial limits /
MuxkpobGuonoruyeckasi Y4CTOTA

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OTtcyTcTBYET B 1T

i
I
a) Total aerobic microbial count - :
not more than 1000 CFU/g. / [
Obuiee YUCII0 aspoOHBIX |
MHKpOOpraHu3MOB - He Oonee 1000
KOE/r. |
b) Total combined yeasts and|
mould - not more than 100 CFU/g. /
Ob11ee YKCIIO JPOAOKEBBIX U IIECHEBBIX
rpuboB - He 6onee 100 KOE/T.
c) Escherichia coli - shall be absent per 1
g./ Escherichia coli - orcyrcTBue B 1 T.

- paracetamol / napayemamo

11 | Assay / KosnyecTBeHHOE
onpeneleHHe
- ibuprofen / ubynpoen 385.1 mg (96.3%) /

385.1mr (96.3%)

339.1 mg (104.3%) /

360.0 mg to 440.0 mg of Ci;3His0;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr no
440,0 mr Cy;3H 350, (ubynpoden) (ot
90,0 % no 110,0 % OT HOMUHAaJIBHOIO
colepKaHusi) B ONHOM IIaKETHKE.

292.5 mg to 357.5 mg of CsHyNO,

Remarks : The Product confirms to ND/

Ilpumeuanue: ITpoaykt cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieHo: Pardeeg ITposepeHo: Santosh Kumar Onobpeno: Menengkep / Pykosoaureib
Kumar e Maurya g\: Abhishek Chauha‘rjx\ \

\
Reprint Date / Reprint Date / Reprint Date / o \
Jara: 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: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘f:‘

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 Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponyxt M6yxmnn" Dxenpece (1GynpodeH + napaneramod), TOpoLIOK [ NPHIOTOBNCHHS pacTBOpa
111 TpHeMa BHYTPb, 400 Mr+325 mMr
Batch No. / 1 V2301607 Batch Quantity / : 17412 units /
Cepiis Ne O0BeM napTHu 17412 emiHuL
Analytical Report No. / : 890001684051 Date of Analysis / : 31.08.2023
AHanutHyeckuii otuer No Jlata aHamu3a
Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2025
JlaTa Mpon3BOACTBA lonen Ao
Analysis performed according ND / Ananus nposesied mo HJI: JIT1-007239-300721
ONe Test / IlokaszaTeJsb Result / Pesyabrarbl | Specification / Hopma
339.1 mr (104.3%) (paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 Mr no
357,5 Mr CgHoNO, (napaueramosn) (OT
90,0 % g0 110,0 % oT HOMMHAJILHOIO
COJICPXKaHMUS) B OHOM NaKETHUKE. _
12 |Package / YnakoBka 5 g in 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 patient | information leaflet in carton pack. / I[lo 5
information leaflet in carton pack. |r B makeTHke M3 KOMOMHHPOBAHHOIO
/ Tlo 5 r B NakeTUKE W3 |MarepHaga (laMuHUpOBaHHAA
KOMOHMHHpoBaHHOrO Martepuaia | 6ymara/[I9HIl/antomunueBast
(laMHHUpPOBaHHAas! donpra/IISHII). Io 6 unu 9 nakeTHkoB
6ymara/I[ISHIl/anromunueBas BMECTE C HHCTPYKLKEHN 110 IIPUMEHEHMIO
donpra/IIDHII). ITo 9 nakeTHKOB | B AYKY KapTOHHYIO.
BMECTE C MHCTPYKUHEH 10|
PHUMEHEHHIO B nayKy
KapTOHHYIO.
13 |Labeling / MapkupoBka According to ND. / B cootBetcTBuH ¢ H]I.
14 |Storage conditions / Store below 25 °C. / Tlpu temnepatype He Boiie 25 °C.
IXpaﬂelme
15 : Shelf life / Cpok roanoctn 2 years. / 2 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykT coorBeTcTBYeT TpeboBarusm HJ Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pardeep [Tpoeepeno: Santosh Kumar Omnobpeno: Menemiep / PykoBoautens
Kumar el/ Maurya - Abhishek Chauhan k‘ \
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: +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

CEPTHOHKAT AHATTH3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITponykT M6yknna” Dxenpece (udynpoden + napaneTamosn), OpOLIOK JUIs IPUTOTOBJIEHHS PACTBOPa

Ut ripuema BHYTpb, 400 Mr+325 mr
Batch No. / : V2301607 Batch Quantity / : 17412 units /
Cepus Ne O6Bem napTHH 17412 epyHUL
Analytical Report No. / : 890001684051 Date of Analysis / 1 31.08.2023
AHanmutHyeckuit otyeT Ne Jlata aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jlata npon3BoacTBa Tonen no
Analysis performed according ND / Ananus nposezet no HJL: JII1-007239-300721

API name / HaumenoBanue ADC:

Ibuprofen sodium dihydrate /
H6ynpodeHna HaTpus AMCHAPAT

Paracetamol / [lapanieramon

npoussoutes I'JID:

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / SB1F0059 APAPE2023060681
Homep cepun nponssouteis ADPC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIMH FEQAO00013 FEQA00328

API Manufactured by & country/
Mpouzeoauteab APC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiiins, CHIA

Granules India Limited, India /
I'panynec Manus Jlumuren, Maaust

Remarks : The Product confirms to ND/

Ipumeqanne: [IpoaykT cootBercTByeT Tpebopanusm HJ

Conclusion : APPROVED /
3aKJIo4YeHue:

OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotorneno: Pardeep [Iposepeno: Santosh Kumar Ono6peno: Menemxepy/ PykoBoauTenb
Kumar QL Maurya Abhishek Chauhan k \
Reprint Date / Reprint Date / Reprint Date / \
HaTta: 25.11.2023 Jara: 25.11.2023 Jarta: 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




