Dr.Reddy’s Q':’.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 38166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[popyxr H6yknuu” Drenpece (nGynpodiens + napaueTamos), NOPOIIOK ANS NPHTOTOBNEHUS pacTBOpa

IUlS NpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2301630 Batch Quantity / : 16850 units /
Cepust Ne ObbeM napTuu 16850 esniyn
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
AHanuTHYeCKH# oTueT Ne Jara aHanu3a
Date of Manufacture / : Aug-2023 Date of Expiry / 1 Jul-2025
[ata nponasonctsa I"omen no

Analysis performed according ND / Ananus nposenen no HJT: JIII-007239-300721

ONe|  Test/Tokazatens Result / Pe3yibTaThi Specification / Hopya
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor, /| characteristic odor. / Ilopomok ot 6enoro
Ilopowok 6enoro 1nBeta c| Ao MOYTH GENOro LBETA, C XapaKTEPHbIM
XapaKTEPHbIM 3aMTaXOM. 3aM1axoM.

2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
| BoccTaHOBJNIeHHBLi pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /
- appearance / onucanue Becusetnpiii  pacTeop c| BecupeTHblif pacTBOp ¢ XapakTepHHIM
| XKapaKTCPHBIM  3aMaxoM, C| 3allaXOM, C BO3MOXHBIM COJEPKAHHEM
HEeGOMBIIHM KOJIHYECTBOM | HEDONIBLIOTO  KOJNMYECTBA B3BELUEHHBIX

B3BELICHHBIX YACTHLL. qacmiy,
- Color of the solution / Complies / Color intensity of the solution does not
yeemHocmoy CootBeTcTBYET exceed color intensity of reference
standard By. / PactBOp momxkeH ObITh
' OkpauleH He 6osiee HHTEHCHBHO, 4eM

3TaJioH By.
3 [Dissolution time / 01 min 03 sec/ 01 muu 03 cex |Not more than 5 min. / He 6onee 5 MuH.
Bpems pacTBopeHHs

4 | pH of solution / pH pacTsopa 6.5 5.8t07.8./0t15,8 no 7,8. J

Remarks : The Product confirms to ND/

I pusmeuanue; [Tponykt cooTBeTCTBYET TpeboBauuamM HJT

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

Prepared hy / Checked by / Approved by: Manager/Excoutive /

[oarotoeneno: Prayesh Rana | IposepeHo: Par: eep Kumar Onobpeno: Menemxep / Pykosoantens /
t L Manoj Kumar 'ﬁ;m?au/ A

Reprint Date / Reprint Date / Reprint Date/

Hara: 18.09.2023 Hara: 18.09.2023 Jata: 18.09.2023

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 ‘,’:"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJTH3A
Product Ibuclin Express (Ibuprofen+Paraceiamol), powder for oral solution, 400 mg + 325 mg
Mpomyxr Hoyknun" Drenpece (nGynpodien -+ napaiieramo), TOPOLIOK AfIsi MPUrOTOBNCHNS PAcTBOpa
IS MpHeEMa BEYTpPb; 400 Mr+325 mr
Batch No. / 1 V2301630 Batch Quantity / : 16850 units /
Cepiig Ne Obbem naprit 16850 eaunu
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
AHATUTHYECKHH oTyeT No Jlata ananusa
Date of Manufacture / : Aug-2023 Date of Expiry / 1 Jul-2025
Jara npoussoacrsa logen o
Analysis performed according ND / Ananuz nposesen no HJL: JII1-007239-300721
0Ne Test / IToka3zaTesus Result / PesyapraTer | Specification / Hopma
5 [Identification / IlogauHHOCTD Complies / The retention times of the main peaks in
CooTBeTcTByeT the chromatograms of test solutions
AR ¢ should correspond to those in the
— Ibuprofen / ubynpoghen chromatograms of reference standards
solution (Assay section). / Bpems
— Paracetamol / napayemamon YOEpKHBAHHS OCHOBHBIX THKOB Ha
XpOMaTorpaMmax HCIIBITYEMBIX
pacTBOPOB AOJDKHEI COOTBETCTBOBATH
BpeMeHaM YIEPKUBAHHS
COOTBETCTBYIOIIUX OCHOBHBIX IMKOB Ha
XpoMaTorpaMmax pacTBopa
CTaHJapTHBIX obpasioB (pasgen
«KoNHUECTBEHHOE onpesie/ieHHen).
B) by HPLC-UV / BAXX-Y® Complies / When carrying out the "Assay" test, the
- J ub CootBetcTBYET UV spectra of the test solutions should
— Ibuprofen / ubynpoghen correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / [lpn
nposefileHAH Tecta <«KoJM4ecTBEHHOE
OnpeneneHne» YV O-cnexTpsl
UCOIBITYeMBIX ~ PacTBOPOB  JOJDKHEL
COOTBETCTBOBAThH VY®-cnexrpam
CTaHAAPTHBIX PACTBOPOR HbynpodeHa n
napaneramona.

Remarks : The Product confirms to ND/

Mpumesane: [TpoLyKT cOOTBETCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akiouenne: OJJOBPEHO

Prepared by /
IToxaroroneHo:;, Pravesh Rana

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Opnobpeno: Meﬂemxep / Py KOBOJL
Manoj Kumar ;2““

Reprint Date /
Hara: 18.05.2023

Reprint Date /
Hata: 18.09.2023

Reprint Date /
Jlara: 18.09.2023

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, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg =
Ipopykt : H6ykmn® Dxcnpece (u6ympodet + napaueramon), OPOILIOK i IPUIOTOBJIEHAS PaCTBOpa
JUIs npieMa BHYTpb, 400 mr+325 mMr

Batch No. / 1 V2301630 Batch Quantity / : 16850 units /
Cepusg Ne O6beM mapTHH 16850 eannmy
Analytical Report No. / : 890001686756 Date of Analysis / 1 18.09.2023
AHanuTHuecku otyer Ne Jlata aHanu3a
Date of Manufacture / : Aug-2023 Date of Expiry/ ¢ Jul-2025
Jara npox3ssoacTsa onen o

Analysis performed according ND / Ananus npoenen no HJ[: JI1-007239-300721

ONe Test /Iokasatens |  Result/PesyabTtatel | Specification / Hopma =

6 |Particle size / Pazmep wacTay

Particle size less than 2 mm — not less
than 95 %; / YacTHu pasMepoM MeHee
2 MM — He MeHee 95 %;

Particle size less than 0.25 mm —not
less than 60 %. / 4acTH1l pa3MepoM
MeHee 0,25 MM — He MeHee 60 %. |

7 |Water/Bona

49 %

Not more than 8.0 % w/w. / He 6onee
8,0 %.

8 |[Related substances /
PopcTBeHHBIE IPUMeCH

- tbuprofen / ubynpoghen

- paracetamol / napayemamon

Below LOQ (LOQ = 0.04 %) /
Hixe npenena KOIU4eCTBEHHOTO
onpenenenns (ITKO = 0.04%)

Below LOQ / Hmxe npenena
KOJNMYECTBEHHOTO OIPEAENCHUS

Below BDL (BDL~ 6328) / Huxe
nopora peructpaiu ([1P =6328)

Individual unidentified impurity - not
more than 0.15 %. / Enunuunas
HeHJeHTHPUUUPOBaHHAs IPUMECE - HE
6onee 0,15 %.

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

[mpurity K - not more than 0.15%. /
[Ipumecs K - He Honee 0,15 Y%.

Remarks : The Product confirms to ND/

ITpumeuanue: Ilpoaykt coorBeTcTByeT Tpebobanusm HJI

Conclusion : APPROVED /
Jaxmwouenue: OJJOBPEHO

Prepared by / A
[Tonrorosneno: Pravesh Rana

Checked by /
[TpoBepeno: Pazdeep Kumar

Approved by: Manager/Executive /

Manoj Kumar o

Onobpero: Merezkep / Pykososutens /

Reprint Date /
Jlata: 18.09.2023

Reprint Date /
Hara: 18.09.2023

Reprint Date /
Jara: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 29060, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984|?LC004507
www.drreddys,.com




‘.o Dr. Reddy's Laboratories Ltd.

e @O Formulation Unit-6

Dr' Reddy s '. Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : H6ykmuu® Dxcrnpecc (ubynpoden + napaieramort), MOPOILOK AN IPHTOTOBIEHHS PacTBOpa

It pyema BHyTpb, 400 Mr+325 mr

Batch No. / : V2301630 Batch Quantity / : 16850 units /
Cepus No O6beM napTuu 16850 exuHHULY
Analytical Report No. / : 890001686756 Date of Analysis / . 18.09.2023
AHanHTHueckuii-otueT Ne JlaTa aHanuza
Date of Manufacture / : Aug-2023 Date of Expiry / . Jul-2025
Jara npou3BoacTea T'ogel g0
Analysis performed according ND / Anani3 nposenes mo HJT: JITI-007239-300721

0Ne Test / TlokazaTenn | Result/PesyabTatel | ~ Specification / Hopma
Below BDL (BDL= 6328) / Huxe P.ndividual unidentified impurity - not
[opora perucTpaiiu (HP =6328) more than 0.10%. / EouHu4Has
HEMIEHTHQUIMPOBAHHAS TPHMECH ~ HE
6onee 0,10 %.
Below BDL / Hwxe mnopora Total impurities - not more than 0.5%. /
CymMa npumeceit - e 6onee 0,5 %.
/ pErHCTpaliHy
9 |Uniformity of dosage units /
OaHopoAHOCTE J03HPOBAHUSA
- ibuprofen / ubynpogen 45 Acceptance value (AV) should not be
' more than 15.0. / ITokasarens
npuemneMoctd (AV) fomker OBITh He
6oiee 15,0.

N g L 3.4 Acceptance value (AV) should not be
more than 15.0. / [Toka3satens
npuemieMoctd (AV) pomxkeH OBITh He
6oiee 15,0.

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

IIpumeuanne: Ilpoaykr cooretcTBYET TpeboBaHHsIM H]I 3akarouenne: OJOBPEHO

Prepared by / M Chooleod by / Approved by: Manager/Executive /

loarorosneno: Pravesh Rana | IMpoeepeno: Pardeep Kumar Opobpeno: Menemxep / PykogoinTesis »
i‘ Manoj Kumar : M J/ILJ

Reprint Date / Reprint Date / Reprint Date /. =

Hara: 18.09.2023 Hara: 18.09.2023 Jara: 18.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 29939, Email: mail@d:reddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.cocm




Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND[A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponykr : H6yknun® Dkcnpecc (ubynpoden + napaueramon), MopoiLok [l IPHTOTOBIEHHs pacTBOpa
LTS IpHeMa BHYTpPb, 400 Mr+325 Mr
Batch No. / : V2301630 Batch Quantity / : 16850 units /
Cepusa Ne : O6beM mapTai 16850 eauHuL
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
AHaTUTHYECKHI oTUeT No JHara ananusa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
Hara npou3BoacTsa ['oneH o

Analysis performed according ND / Ananu3 nposezien no HJI: JINT-007239-300721

KOE/r

Absent per 1 g/
OtcyTtcTBYET B 1T

ONe Test / IlokasaTens Result / Pesynbratel | Specification / Hopma
10 | Microbial limits /
MHKpOOHOJIOrHYECKAs YHCTOTA
08 CFU/g/ a) Total aerobic microbial count -
08 KOE/r net more than 1000 CFU/g, /

Obmee HHCTO a3pobHBIX
MHKpOOprainimMos - He Oonee 1000

NIL CFU/g/ KOE/r.

b) Total combined yeasts and
mould - not more than 100 CFU/g. /
O61iiee YHCNO IPONOKERBIX H TINECHEBBIX
rpu6os - ne Honee 100 KOE/T.

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

onpeaesieHue

11 | Assay / KoanyecTBeHHOE

- ibuprofen / ubynpodghen

- paracetantol / napayemamon

389.8 mg (97.4%) / 360.0 mg to 440.0 mg of C;3Hi302
389.8mr (97.4%) (ibuprofen) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 360,0 Mr no
440,0 vr C3Hi30, (ubympoder) (ot
90,0 % no 110,0 % OT HOMHHANLHOTO
CONEPXKAHHS) B ONHOM NAaKeTHKE.

327.6 mg (100.8%) / 292.5 mg to 357.5 mg of CsHyNO;
327.6 mr (100.8%) (paracetamol) (90.0% to 110.0 % of

Remarks : The Product confirms to ND/
Ilpameuanne: [Iponykr coorBeTcTBYET TpeboBanuam HIL

Conclusion : APPROVED /
3axkmouenue;: OJOBPEHO

Prepared by / 4
IToarorosneno: Pravesh Rana

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Opobpeno: Menenxep / PykoBoantens

Manoj Kumar MosditpecV .
e

Reprint Date /
Jara: 18.09.2023

Reprint Date /
Hara: 18.09.2023

Reprint Date /
Jara: 18.09.2023

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: L85135AP1S84PLC004507

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 : 491 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product . Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpomykT U6yxnns® Dkenpecc (bynpoder + napaueramon), NOPOLIOK /A IPUrOTOBNEHAs PACTBOPA
15 TpHEMa BHYTPb, 400 Mr+325 mr

Batch No. / 1 V2301630 Batch Quantity / : 16850 units /

Cepusi Na O6beM mapTiu 16850 emanL

Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023

AHanuTHyeckuit otyer Ne [ara aHanu3a

Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025

Ilata npon3BoAcTEa Tonen no

Analysis performed according ND / Aranus nposezies o HJI: JITT-007239-300721

ONe| Test / IToxa3zaTes [ Result/Pesyabtatel | Specification / Hopma
label claim) per sachet. / Ot 292,5 Mr o
357,5 mr CsHoNO; (mapaueramon) (ot
90,0 % mo 110,0 % OT HOMHHANBHOrO

E COfIEPXKaHHs) B ONHOM IaKETHKE.

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. /Ilo 5
information leaflet in carton pack.|r B nakeTHke W3 KOMOMHMPOBAHHOIO
/ Tlo '5 r B mnakeTuke H3|Marepuana (TaMMHHpOBaHHAs
KOMOMHHpOoBaHHOrO Matepuana | 6ymara/[IOHI/amomuuueBas
(naMHHHpOBaHHas ¢onera/lToHIT). ITo 6 Mnu 9 naxeTuKos
6ymara/TIOHI1/amoMuHKEBast BMECTE C MHCTPYKIMEH [10 IPUMEHEHUIO
¢onpra/[ISHII). TIo 9 makeTUKoR | B Ma4Ky KapTOHHYIO.

BMECTE C MHCTPYKUHEH IO
TIPUMEHEHHIO B naqKy
KapTOHHYIO.
13 |Labeling / MapxupoBka According to ND. / B cootserctauu ¢ H]I.
14 |Storage conditions / Store below 25 °C. / Ilpu Temneparype He Beiine 25 °C.
XpaHenne
| 15 |Shelf life / Cpok roasoctn 2 years. / 2 roza. T .

| API name / Haumenosanue ADC:
Remarks : The Product confirms to ND/

IIpumeuanue: [Ipogykr cooTBeTcTBYET TpeboBaHUAM H)T

| Ibuprofen sodium dihydrate /

| Paracetamol / Tlapaueramon

|

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared hy / '
TToaroroeneno: Pravesh Rana

Checked by /
IIpoBepeHo: ijff Kumar

Approved hy: Manager/Fxecntive /
Onobpeno: Menenxkep / Pykosofutess
Manoj Kumar

Chagadiltee

Reprint Date /
Hara; 18.09.2023

Reprint Date /
Hara: 18.09.2023

Reprint Date /
Hara: 18.09.2023

el

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 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

CEPTUO®HKAT AHAJIN3A
Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponyxt Wbyxnua” Dkcnpece (MbvipodeH + napaieramMon), NOpoUOoK Uis NPUIOTOBICHHA pacTBOpa

AJ1s mpHema BHYTpb, 400 mr+325 Mr

Batch No. / : V2301630 Batch Quantity / : 16850 units /
Cepust Ne O6bem napTun 16850 enuHUI
Analytical Report No. / : 890001686756 Date of Analysis / : 18.09.2023
AHaATHYeCKHH oTueT Ne JlaTta ananusa
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2025
Jlata npou3BoJcTBA T'ogen no

Analysis performed according ND / Ananus nposesen no HJI: JITT-007239-300721

Wbynpodena HaTpHa JHIHApaT

npouszsoautens LJIdD:

INN / MHH: Ibuprofen / HGynpoden Paracetamol / Tlapaueramon
API manufacturer batch number / SB1F0059 APAPE2023060681
Homep cepun npoussoanreas APC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHmu FEQAQ0013 FEQA00328

API Manufactured by & country /
HOpouspojpntens ADC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiiui, CLLIA

Granules India Limited, India /
['panynec Wnnus Jlumuren, Unaua

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykTt coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axuwuenne: QJJOBPEHO

Prepared by / 7

Checked by /

Approved by: Manager/Executive /

Jara: 18.09.2023

Jlara: 18.09.2023

Moxrotosneno: Pravesh Rana | Tlposepewo: Pardeep Kumar Onobpeno: Menemxkep / PykoBOAHT
= Manoj Kumar ;135'; éw;l :
Reprint Date / Reprint Date / Reprint Date /

Hara: 18.09.2023

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




