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
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Iponykr U6ykmun” Dxenpecc (M6ynpodeH + mapaieramon), NOpOLIOK J1sl NPUTOTOBIEHHS PacTBOPa
JUIsi puema BHYTpb, 400 Mr+325 mMr

Batch No. / 1 V2302281 Batch Quantity / : 16967.22 units /
Cepust Ne O6beM mapTHu 16967.22 equauLl
Analytical Report No. / : 890001702774 Date of Analysis / 1 29.11.2023
AHanutuyeckud otdeTt Ne Jarta ananuza
Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2025
JlaTa npou3BoacTBa ["ogen oo
Analysis performed according ND / Ananu3 nposeaes no HJI: JIT1-007239-300721

O0Ne Test / Ilokazarenn Result / PesyabTaTs! Specification / Hopma

1 |Description / Onucanue

White powder, with a
characteristic odor. /
Ilopomok 6Genoro uBeTa
XapaKTEPHBIM 3aNaxoM.

White

to off-white powder, with a
characteristic odor. / ITopomwok ot 6enoro
JI0 moYTH 6eNnoro LBeTa, ¢ XapaKTepHbIM
3araxoM.

2 |Reconstituted solution /
BoccraHoBeHHbIH pacTBOp

Colourless solution with a
characteristic odor, with small

Colourless solution with a characteristic

odor shall be observed, may have small

amount of suspended particles.| amount of suspended particles. /
- appearance / onucanue BecusetHbli  pacTBOop ¢ BecupeTHelii pacTBOp ¢ XapaKTepHBIM
XapaKTEepHbIM  3allaxOM, C| 3allaxOM, C BO3MOXHBIM COIEpPXKAHUEM
HE6OJIBIINM KOJIMYECTBOM | HEOOJBILIOr0  KOJIMYECTBA  B3BEIIEHHBIX
B3BEILCHHBIX YACTHIL. YaCTHULL.
- Color of the solution / Complies / Color intensity of the solution does not
ygemHocmo CoorsercTByer exceed color intensity of reference standard

By. / PacTBop momkeH ObITh OKpallleH He
6oJiee HHTEHCHBHO, YeM 3Tajol Bo.

3 | Dissolution time /
| Bpems pacTBopeHHsA
4 | pH of solution / pH pacTBopa

01 min 05 sec/ 01 mun 05 cex| Not more than 5 min. / He 6onee 5 MUH.

6.5

5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Cee)” Checked by / Approved by: Manager/Executive /

IMonrorosnexo: Ranjeet ITpoBepeHo: Santoslggumar Opnobpeno: Menemxkep / Pykosoaurens @
Maurya e Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Jara: 29.11.2023 Hata: 29.11.2023

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 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

CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponyxT HU6ykmua® Dxenpece (u6ynpodeH + napaueraMon), OPOLIOK 1Sl IPHTOTOBJEHHS PacTBOPa
JUls IppcMa BHYTpb, 400 Mr1325 mr

Batch No. / 1 V2302281 Batch Quantity / 1 16967.22 units /
Cepust Ne Ob6beM napTHu 16967.22 equHuUIL
Analytical Report No. / : 890001702774 Date of Analysis / 1 29.11.2023
AnanuTtHueckui otuer Ne Jlata aHanuza
Date of Manufacture / : 11/2023 Date of Expiry / ¢ 10/2025
JaTta npousBoacTa Togen no
Analysis performed according ND / Ananu3s nposenen no HJI; JITT-007239-300721

ONe Test / IlokazaTenb Result / Pe3ybTaThI Specification / Hopma

1) by HPLC / BO2KX

5 [Identification / IlogIuHHOCTH

Tbuprofin ) ubynpoihen

— Paracetamol / napayemamon

Complies /
CoOTBETCTBYET

The retention times of the main peaks in the
chromatograms of test solutions should
correspond to those in the chromatograms of
wfuonee slandardys  sulutivn (Assay
section). / Bpemsl ynepxuBaHHsI OCHOBHBIX
NHMKOB Ha XpOMAaTOrpaMMax HCIIBITYEMBIX
pacTBOpPOB  JOJDKHBI  COOTBETCTBOBATh
BpeMeHaM yASpXHUBaHHS
COOTBETCTBYIOLIUX OCHOBHBIX ITHMKOB Ha
XpOMATOrpaMMax DACTBOPA CTAHAAPTHBIX
obpasuoB  (pazgen  «KonHdecTBEHHOE
oInpeacacHue).

B) by HPLC-UV / BOKX-Y®
— Ibuprofen / ubynpogpen

— 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. / TIlpwu
nposeseHuU  TecTa  «KoymyecTBEeHHOE
onpezenenuey YO-CekTpsl HCIIBITYEMbIX
pacTBOPOB JOJDKHBI COOTBETCTROBATH Y D-
CIeKTpam CTaHAAPTHBIX pacTBopoB
ubynpodeHa u napaneramora.

Remarks : The Product confirms to ND/
Ipumeuanne: IIponykT cootBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axsouenne: OJJOBPEHO

Hara: 29.11.2023

Jara: 29.11.2023

Prepared by / (1 . Checked by / Approved by: Manager/Executive /

IToarorosneno: Ranjeet ITpoBepeno: Santosh Kumar Onobpeno: Menemxep / Pykosogutes @’L‘fg
Maurya s Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023

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 €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
CEPTUDOUKAT AHAJIM3A

PoacrBenHbie IpuMecH

- ibuprofen / ubynpogen

- paracetamol / napavemamon

Below BDL (BDL~= 12349) /
Hinke mopora perucTpaiyu
(TIP =12349)

Below BDL / Huxe nopora
perucTpalym

Below LOD (LOD = 0.01 %) /
Hwke npenena ob6HapykeHus
(IT10 =0.01 %)

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipomyxt U6yknmun” Dxenpecc (M6ynpode + napaleTamon), MOpOLIOK TS IPHUIOTOBJICHHS PACTBOPA
JUig nprueMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302281 Batch Quantity / : 16967.22 units /
Cepus Ne Ob6beM naptiu 16967.22 eguHuIl
Analytical Report No. / : 890001702774 Date of Analysis / :29.11.2023
AHamTnyeckuit otuer No JlaTa ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
Jarta npousBoCcTBa Toxen o
Analysis performed according ND / Ananus nposeaen no HJI: JITI-007239-300721
ONe Test / IlokazaTesib Result / Pe3yabTaThl Specification / Hopma
6 |Particle size / Pa3mep yacTHI 100 % Particle size less than 2 mm — not less
than 95 %; / YacTui pasmepoM MeHee 2 MM
— He MeHee 95 %;
86 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTul pa3mepom MeHee
0,25 MM — He meHee 60 %.
7 |Water / Bona 4.9% Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 |Related substances /

Individual unidentified impurity - not more
than 0.15 %. / Enunnynas
HeHJeHTUHLMPOBAHHAS TIPUMECH - HE
6onee 0,15 %.

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

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

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

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

INoarorosneno: Ranjeet Ilpogepeno: Santosh Kumar OnobpeHo: Menemxep / PykoBoaures @
Maurya (S Manoj Kumar ]

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Hara: 29.11.2023 Jata: 29.11.2023

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
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpomyxt HU6ykmun® Dkcnpece (Mbynpoden + napanetamol), MOPOILOK /i NPUTOTOBJIEHHS PacTBOpPa
JUIsl IpreMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302281 Batch Quantity / ¢ 16967.22 units /
Cepust Ne O6beM napTuu 16967.22 enunuig
Analytical Report No. / : 890001702774 Date of Analysis / 1 29.11.2023
Ananutiyeckuii otuet Ne JaTa ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
Hara npon3BoJcTBa ["onen 10

Analysis performed according ND / Ananu3 nposeaes no HJI: JITT-007239-300721

ONe Test / Iloka3aTenb Result / Pe3yabTaThl Specification / Hopma

Below BDL (BDL= 6244) /
Huxe nopora peructpaiuu

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

(TIP =6244) HeUIeHTHUIIMPOBaHHAs IPUMECH - HE
Ouiiee 0,10 %.
Total impurities - not more than 0.5%. /
Below BDL / Huxe mopora CymMmMma npumeceii - He 6onee 0,5 %.
perucTpaLyuu
9 |Uniformity of dosage units /
OaHOpPOJHOCTH J03UPOBAHHSA
- ibuprofen / ubynpogen 0.9 Acceptance value (AV) should not be more
' than 15.0. / [TokazaTenb npueMIeMOCTH
(AV) nomxeHn 65ITh He 6onee 15,0.
ramol / Acceptance value (AV) should not be more
- paracetamo: / napayemamon 1.0 than 15.0. / [Toka3aresb mpueMiIeMocTu

(AV) nomxeHn 65ITh He 6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: I1poaykT cooTBeTCTBYET TpeOoBanusM HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

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

Ioarorosneno: Ranjeet [TpoeepeHo: Santosh Kumar Onobpeno: Menemxkep / PykoBoaurens @
Maurya B Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.11.2023 Jara: 29.11.2023 Hara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 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

CEPTH®UKAT AHAJIN3A

Product
IIpomyxt

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
U6yxaun® Dxcnpece (ubynpodeH + napaueTamolr), MopoLOK /Jisi IPUrOTOBJIEHUs PacTBOpa
IS IppeMa BHYTpPb, 400 mr 1325 mr

Batch No. /
Cepus No

: V2302281

Batch Quantity /
O6beM mapTuu

: 16967.22 units /
16967.22 equnuil

Analytical Report No. /
Ananutuyeckuii oruet Ne

: 890001702774

Date of Analysis /
Jlata aHayim3a

1 29.11.2023

Date of Manufacture /
JlaTa npou3BoacTBa

: 11/2023

Date of Expiry /
T'ogen no

: 10/2025

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

ONe Test / IToka3zaTein

Result / PesyabTaThl

Specification / Hopma

10 | Microbial limits
Muxkpo6uoaorndeckasi Y4HCTOTA

NIL CFU/g/
KOE/r

NIL CFU/g /
KOE/r

Absentper1 g/
OtcyrcTByYeT B Ir

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

O611ee YuCcIo a9poBHBIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/r.

b) Total combined yeasts and mould -
not more than 100 CFU/g. /

Ob61ee 4YUCIO JAPONXOKEBBIX W IUIECHEBBIX
rpu6oB - He 6onee 100 KOE/T.

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

11 | Assay / KosmyecTBeHHOE
onpeneseHHe
- ibuprofen / ubynpoghen 398.2 mg (99.6%) /
398.2mr (99.6%)
- paracetamol / napauemamon 326.9 mg (100.6%) /
326.9 mr (100.6%)

360.0 mg to 440.0 mg of C13H;30,
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 M
Ci3His02 (ubympoden) (ot 90,0 % nmo
110,0 % OT HOMHMHANILHOTO COAEPXKAHUS) B
OJIHOM TaKeTHKeE.

292.5 mg to 357.5 mg of CgHoNO,
(paracetamol) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 292,5 mr 10 357,5 mr|

Remarks : The Product confirms to ND/
Ilpameuanue: I1poaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

[NoarorosnenovRanjeet

Checked by /

[Mposepeno: Santgsh Kumar
Maurya &

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosognTeib
Manoj Kumar

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Jara: 29.11.2023

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 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
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[IpomykT U6yxmun” Dxenpecc (ubynpoden + napaueramot), MopoLUOK /sl IPUrOTOBJIEHUS pACTBOPA
JUIs ipeMa BHYTpb, 400 mr+325 mMr
Batch No. / 1 V2302281 Batch Quantity / : 16967.22 units /
Cepus Ne O6beM mapTuu 16967.22 equHuL
Analytical Report No. / : 890001702774 Date of Analysis / 1 29.11.2023
AnHanuTHyeckuif otuer Ne Jata ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Jlata npousBoACTBa Iomen no
Analysis performed according ND / Ananu3 nposeaes no HA: JIT1-007239-300721
L ONe. Test / Iloka3zaTeib Result / PesyabTaThl Specification / Hopma
CsHoNO, (mapaueramon) (ot 90,0 % mo
110,0 % OT HOMHHAJIBHOTO COIEPXKAHKS) B
- OTHOM TTAKETHKE.

12 |Package / YnakoBka 5 ginasachet ofa 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./IloSr B
patient information leaflet in|mnakeruke u3 KOMOUHHUPOBaHHOTO
carton pack. / Ilo 5 r B|marepuana (JlaMHHMpOBaHHasI
naKkeTHke u3 | 6ymara/[IOHI/antoMuHueBas
KOMOHHHPOBaHHOI'O ¢onera/IIBHIT). ITo 6 wimm 9 nakeTukoB
MaTepuaia (JJaMHHHUPOBaHHAs | BMECTE C MHCTPYKLMEH MO NMPUMEHEHHIO B
6ymara/[IOHII/antoMuHKeEBasl | TaUKy KapTOHHYIO.
¢donsra/TIHII). Ilo 9
NaKeTHKOB BMECTE c
HHCTpYyKUMEH no
HNPHMEHEHHIO B nayKy
KapTOHHYIO.

13 |Labeling / MapxupoBKka According to ND. / B cootsetcTBuM ¢ HJI. R

14 |Storage conditions / Store below 25 °C. / Ilpu Temnepatype He Boiiie 25 °C.

XpaHenue
15 | Shelf life / Cpok roaHocTu 2 years. / 2 rozia.

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

IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuaM HJI 3axmwouenue: OJJOBPEHO

Prepared by / (5 Checked by / Approved by: Manager/Executive / -

INoarororneno: Ranjeet [Iposepeno: Santosh Kiﬁi Opobpeno: Menemxep / PykoBonurens @’u_«g
Maurya 2 Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Hata: 29.11.2023 Hata: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

CEPTU®UKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Oponykr : H6ykmn® Dkenpecc (uGynpodeH + napaneramon), HOpOLIOK sl IPHIOTOBIEHHS PACTBOPa

JUIsl ipyeMa BHYTpb, 400 Mr+325 mMr

Batch No. / 1 V2302281 Batch Quantity / : 16967.22 units /
Cepust Ne Obbem naptuu 16967.22 equHuI|
Analytical Report No. / : 890001702774 Date of Analysis / : 29.11.2023
AHanuTHueckuit oTyer Ne JlaTa aHanu3za
Date of Manufacture / 1 1172023 Date of Expiry / : 10/2025
JlaTa mpou3BOACTBA ToneH no

Analysis performed according ND / Ananu3 nposeaes no HJI: JI1-007239-300721

API name / Haumenopanne ADC: Ibuprofen sodium dihydrate /

Paracetamol / TTapaneramon

H6ynpodena HATpHs AUTHAPAT

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
APT manufacturer hatch numher / SB1F0051 APAPE2023050684
Homep cepnu npoussogutenst APC:
FP Manufacturer API Batch number /
Homep cepun cy6cTaHIuH FEQA00014 FEQAO00344
npoussoautes LJIdD:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIponsBoauteapr ADPC, cTpana: BAC® Kopnopeiin, CIIA ['panynec Uuaus Jlumuren, Mnaus

Remarks : The Product confirms to ND/
ITpumeuanue; HpoayKT COOTBETCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 29.11.2023

Jara: 29.11.2023

Prepared by / (us” Checked by / ; Approved by: Manager/Executive / ¥ s

[Toarororneno: Ranjeet IIpoBepeHo: Santos_h&lmar Onobpeno: Menenxep / Pyxosoumenb@/‘:j
Maurya P2 Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.11.2023

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




