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

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

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

Hpomykr @ Mykmnn" Dkenpece (ndynpodeH + napaueramo), NOPOLIOK Jns MPHIOTOBJICHIA
pacTsopa Jyist ipuemMa BHyTpb, 400 Mr+325 Mr

Batch No. / 1 V2301545 Batch Quantity / : 25576 units /

Cepuist Ne O6beM mapTin 25576 epuHULL

Analytical Report No. / : 890001683751 Date of Analysis / : 28.08.2023

AHanutnueckuit oruer Ne JlaTta ananu3a

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

Jlata npon3BojacTBa T'oned o

Analysis performed according ND / Aranus nposesier no HJI: JII1-007239-300721

Ne Test / IlokazaTean Result / Pe3ysibTaThl Specification / Hopma |

1 |Description / Onucanue White powder, with a White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopowok ot 6en0ro
Hopomok 6Genoro 1BeTa C| A0 MOYTH GENOro BETa, ¢ XapaKTEPHBIM
XapaKTepHbIM 3a1aX0M. 3anaxoM.

2 |Reconstituted solution /
BoccTanoBeHHBIH pacTBOP

Colourless solution with alColourless solution with a characteristic
characteristic odor, with small| odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /

- appearance / ORUCAHUE BecuBeTHbIi pacTBop | BecupeTHbii pacTBOp C XapakTEPHBLIM
XapakTepHBIM  3allaXxoM, C| 3alaxoM, C BO3MOXHBIM COZICPXKaHHEM
HeOONbLINM KOJIHUECTBOM | HECONBIIOTO KOJIMUECTBA B3BEIUIEHHBIX
| B3BELIEHHBIX YACTHIL. | 4aCTHIL
N Test / Ilokasarenn Result / PesyapTaTsl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
HGEMHOCHIb fgtCootBeTCTBYET exceed color intensity of reference

| standard Bs. / PacTBOp mOJKEH OBITH
okpatlleH He 0oJiee MHTEHCHBHO, YeM
3TaJioH Bo.

3 |Dissolution time /
Bpemsa pacTBopenust

01 min 13 sec/ 01 mun 13 cek | Not more than 5 min. / He 6onee 5 MHH. |

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [IponykT cooreTcTByeT TpeboBaHusm HJL 3akmouenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrorosneHo: Pardeep ITpoBepeHo: Santosh Kumar Onobpeno: Menegxep / PykoBoaurens
Kumar QL‘_, Maurya Q : Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

Jara: 25.11.2023 Jata: 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: L85195AP1984PLC004507
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

CEPTHOUKAT AHAJIM3A
Product . Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponykr : M6yknmi” Dxenpece (nGynpoden + napaueramon), MOpOLIOK JUis IPHTOTOB/ICHHS

pacTBopa juls pHemMa BHYTphb, 400 Mr+325 mr

Batch No. / 1 V2301545 Batch Quantity / : 25576 units /
Cepus Ne Ob6weM napTu 25576 enunuiy
Analytical Report No. / : 890001683751 Date of Analysis / 1 28.08.2023
Ananutuueckuii otaet Ne Jlara aHanusa
Date of Manufacture / 1 08/2023 Date of Expiry / : 07/2025
Jlata nponseojcTea Tozxen 110

Analysis performed according ND / Ananu3 nposesen no HJT: JITT-007239-300721

[ Ne Test / [ToxazaTennb Result / PesyabTaThl Specification / Hopma
4 |pH of solution / pH pacTtBopa 6.7 5.8t07.8./015,8 no7,8.
5 |[dentification / IloganHHAOCTE Complies / The retention times of the main peaks
. CoO0TBETCTBYET in the chromatograms of test solutions
) by HPLC/ BIXX [ should correspond to those in the
~ Ibuprofen / ubynpogen chromatograms of reference standards

— Paracetamol / napayemamon

solution (Assay section). / Bpems
yIepXKHUBaHUs OCHOBHBIX TMHMKOB Ha

XpoMarorpammax UCTIBITYEMBIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBATD
BpeMeHaM yIepXKUBaHUS

COOTBETCTBYIOLIMX OCHOBHBIX THKOB
Ha  XpoMmarorpamMMax  pacTBopa
CTaHZapTHBIX  00pasuoB  (paszen
«KonnuecTBeHHOE OTPEAENEHUE»). |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorsercTByet Tpedosanuam HJT Zaxmouenue: OJJOBPEHO
Prepared by / - Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Pardeep Iposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoautens
Kumar . Maurya Abhishek Chauhan i
- S \

< —_— o
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2023 Harta: 25.11.2023 JHara: 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

CEPTH®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoayxr WUoyknun" Dkenpece (nGynpoden + napaueramosn), NOPOLIOK 1A NPHIrOTOBICHHS
pacTBopa 1Jis nprHemMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2301545 Batch Quantity / : 25576 units /
Cepnsa Ne Ob6bem napTin 25576 egAHuAL
Analytical Report No. / : 890001683751 Date of Analysis / : 28.08.2023
Ananutiuyeckuit otuet Ne JlaTa aHanusa
Date of Manufacture / : 08/2023 Date of Expiry / . 07/2025
JlaTa npon3BOACTBA T'onex oo
Analysis performed according ND / Ananus nposesien mo HJI: JIT1-007239-300721
- Ne | Test / IlokazaTesb Result / PesynbTaThl Specification / Hopma
\B) by HPLC-UV / BO/KX-Y@ Complies / When carrying out the "Assay" test, the
CoOTBETCTBYET UV spectra of the test solutions should
J'— Tbuprofen / ubynpoden correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / ITpu
npopefieHny TecTa «KOIUUeCTBEHHOE
onpenenecHue» Y®-cnexTpsl
MCIBITYEMBIX ~ PAacTBOPOB  JIOJDKHBI
COOTBETCTBOBATE V®-cnextpam
CTaH/apTHBHIX pacTBOpPoB HOynmpodeHa
Y napaneTraMmora.
6 |Particle size / Pasmep yacTun 100 % Particle size less than 2 mm — not less
than 95 %; / YacTui pazmepoM MeHee
2 MM — He MeHee 95 %; [
94 % Particle size less than 0.25 mm — not
less than 60 %. / 9acTUL, pasMepoM
MEHee 0,25 MM — He MeHee 60
%.

Remarks : The Product confirms to ND/

Ipumeuanue: IIponykt coorsercTByeT Tpebosanusm HIT

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep ITposepeHo: Santosh Kumar Onobpeno: Menemkgp / PykoBoaurensb
Kumar Maurya Q & Abhishek Chauhan

Of% o L, \
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



Dr.Reddy’s €3¢

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

CEPTUOUKAT AHAJIU3A
Product Tbuclin Express (Ibuprofen-+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpomyxt Uoykmun” Dkenpece (1dynpoden + napaueramo), NOPOLIOK is MPHIOTOBNEHHA

pacTBOpa Jyis npHeMa BHYTpb, 400 Mr+325 mr :

Batch No. / 1 V2301545 Batch Quantity / : 25576 units /
Cepiis Ne O6pem napTHu 25576 enMHMLL
Analytical Report No. / : 890001683751 Date of Analysis / : 28.08.2023
Ananuriuueckuii otuet Ne JlaTa aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2025
JlaTa npou3BoACTBa T'onen 1o
Analysis performed according ND / Ananu3 nposesen mo HJI: JIT1-007239-300721

- paracetamol / napayemamon

Below LOD (LOD = 0.01%) /

onpenenenus (IIKO = 0.01 %)

Huxe npeaena KOJM4EeCTBEHHOIO

BDL (Disregard Area= 6263) /
Huwxe nopora peructpauuu (I1P

| Ne Test / TlokazaTeqn Result / Pe3yibTaThl Specification / Hopma
| 7 |Water/Bopa 4.7 % Not more than 8.0 % w/w. / He Gonee
- 8,0 %.
8 |Related substances / |
PoacTBeHHble IPHMECH
- ibuprofen / ubynpogen 0.08% Individual unidentified impurity - not
more than 0.15 %. / ExuHnA4Has
0.08% HEUIEHTHOULMPOBAHHAS NPUMECH - HE

6onee 0,15 %.
Total impurities - not more than 0.5%.
/ Cymma npumeceit - He 6onee 0,5 %.

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

Individual unidentified impurity - not
more than 0.10%. /Eannuunas

- =6263) ) HeneHTU(OULMPOBaHHAs IPUMECH - He
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanne: [IpogykT cootBeTcTBYeT Tpebosanusm HJT 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosieHo: Pardeep [MTposepeHo: Santosh Kumar Onobpeno: Menemwxep / PykoBoaurens
Kumar Maurya mg,. B Abhishek Chauhan
4 - \
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2023 Hara: 25.11.2023 Jlata: 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 ":’.

CERTIFICATE OF ANALYSIS

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

[Tpoaykr Hoykann" Dxcnpece (uGynpoden + napaueramon), NOPOLIOK Afls NPHTOTOBICHHA
pacTBopa s npHema BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2301545 Batch Quantity / : 25576 units /

Cepiis Ne Q6beM napTHu 25576 enuHuil

Analytical Report No. / : 890001683751 Date of Analysis / : 28.08.2023

AHanuTHueckuii otuet No Jlata aHanu3a

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

Jlata npon3BoaCTBA T'ogeH o

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

Ne “Test / IToxazaTen

Result / Pe3yabTaThl

Specification / Hopma

Below Disregard Limit (BDL/
Hwke mopora perncTpaiyy )

[donee 0,10 %.

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

| 9 |Uniformity of dosage units /
OHOPOIHOCTD 03MPOBAHHUS

- ibuprofen / ubynpogen

- paracetamol / napavemamon

3.1

5.1

Acceptance value (AV) should not be
more than 15.0. / [Toka3zatens
npremieMocTH (AV) 1oikeH ObITh He
6osee 15,0.

Acceptance value (AV) should not be
more than 15.0. / IlokasaTtens

npuemiieMocTH (AV) nomkeH 6bITh HE
6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [IponykT cooTBeTCTBYET Tpedopanusm HJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrororneHo: Pardeep IIposepeHo: Santosh Kumar Onobpeno: Mengmkep / PykoBoauresb
Kumar QL. Maurya W Abhishek Chauhat

i N\
Reprint Date / Reprint Date / Reprint Date /
Jata: 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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®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
IMponykt U6ykmaa® Dkcnpece (MGynpodeH + napaneramoln), IOPOLIoK Ui NPUroTOBNCHUS

pacTBOpa Ui npuemMa BHyTpb, 400 Mr+325 Mr
Batch No. / 1 V2301545 Batch Quantity / : 25576 units /
Cepus Ne O6beM mapTii 25576 enuHuL
Analytical Report No. / : 890001683751 Date of Analysis / 1 28.08.2023
Ananuruueckuii otueT Ne Jlata ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
JlaTa npon3BOACTBA ['oneH 1o
Analysis performed according ND / Ananus nposesies mo HJI: JI[1-007239-300721

Ne Test / Iloka3zaTeab

Result / Pe3ynpTaThbl

Specification / Hopma

10 | Microbial limits /
Mukpobuonoruieckas YuCTOTA

11 | Assay / KoJH4ecTBeHHOE
onpejejieHHe
- ibuprofen / ubynpogen

NIL CFU/g /
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
OTtcyTcTBYeT B 1r

397.3mg (99.1%) /
397.3 Mr (99.1%)

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

Oobuiee YUCJIO aspObHBIX
MuKpoopranu3mMos - He OGomee 1000
KOE/T.

b) Total combined yeasts and
mould - not more than 100 CFU/g. /
Oflee  4KMCIO  JPOXOKEBBIX U
nnecHeBbix rpuboB - He 6Gosee 100
[KOE/r.

ic) Escherichia coli - shall be absent per
1 g./ Escherichia coli - orcyTcTBre B 1
r.

360.0 mg to 440.0 mg of CisH 1502
(ibuprofen) (90.0 % to 110.0 % oflabel
claim) per sachet. / Ot 360,0 Mr mo
440,0 vr Ci3Hi1sO2 (nbynpoden) (ot

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoxykT cooreTcTByeT TpeGosannam HI

Conclusion : APPROVED /
3akmwouenne: OJIOBPEHO

Prepared by /
HoxarorosneHo: Pardeep

Checked by /
Iposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens

Hata: 25.11.2023

Jara: 25.11.2023

Kumar .p Maurya ] Abhishek Chauhan
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: 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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykt U6yxmun® Dxcnpecc (ubynpodeH + napaleramolr), NOPOLIOK JUIs IPUTOTOBJIEHHS

pacTBOpa 1JIs IpHeMa BHYTpb, 400 mMr+325 mMr
Batch No. / 1 V2301545 Batch Quantity / : 25576 units /
Cepus Ne O6veM napTuu 25576 equuunL |
Analytical Report No. / : 890001683751 Date of Analysis / : 28.08.2023
ABanutuueckuii otuer No JlaTa aHanuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2025
Jata npon3BOACTBa Toxen o
Analysis performed according ND / Axanus nposesen no HJI: JITT-007239-300721
Ne Test / ITokasaresn Result / Pe3yabTaTnl Specification / Hopma

- paracetamol / napayemamon

321.9 mg (99.1%) /
321.9 mr (99.1%)

90,0 % nmo 110,0 % OT HOMUHANBHOTO
COJIEpXKAHUS) B OJHOM IAKETHKE.

292.5 mg to 357.5 mg of CsHyNO,
(paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 mr
1o 357,5 mr CsHoNO- (mapaueramon)
(or 90,0% g0 1100 % or
HOMMHANIBHOTO COJEPYKaHUs) B OJHOM
naKeTHKe.

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykT cooTBeTcTBYET TpeboBaHusM H]I

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO

Prepared by /
[oarorosneno: Pardeep

Checked by /
IIpoBepeno: Santosh Kumar
Kumar Maurya

—_—

Approved by: Manager/Executive /

Opobpeno: Menemxep / Pyxopopurens -
@D Abhishek Chauhank \

Reprint Date /

Harta: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprint Date /
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: L85195AP1984PLC0O04507
www.drreddys.com




