Dr.Reddy’s "5.‘

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. direddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6yknun® Dxcnpece (ubynpoden + napaueramolr), HOPOLIOK I PUTOTOBIIEHHs pacTBOpa
JUis mpueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302615 Batch Quantity / : 155513 units /
Cepus Ne O6beMm napTiu 155513 eauHun
Analytical Report No. / : 890001710799 Date of Analysis / : 12.01.2024
AHanutudeckuit oryet Ne JlaTa aHanu3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jlata mpou3BoACTBa T'onex go
Analysis performed according ND / Aranu3 nposesies no HJI: JI[1-007239-300721
ONe Test / IlokasaTcan Result / PesyaLTaThl Specification / Hopma
1 |Description / Onucanne White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopouok ot 6enoro

IMTopowox 6enoro 1Bera ¢
XapaKTEPHBIM 3aaXOM.

Jo noyTtu Oenoro LBera, C XapaKTCPHbIM
3arnaxom.

2 |Reconstituted solution /
BoccTaHoBJIEHHBIIH 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 becnpeTHslii pacTBOp C| becuseTHpl pacTBOp C  XapaKTEpHBIM
XapaKTEPHBIM  3allaXOM, C| 3alaXxoM, C BO3MOXHBIM COAEPKaHHEM
HEO0BIIIM KOJIMYECTBOM | HEOOJBILIOTO  KONMYECTBA  B3BEIIEHHBIX
B3BEILIEHHBIX YACTHIL YaCTHIIL.
- Color of the solution / Complies / Color intensity of the solution does not
yeemHocmep CoOTBETCTBYET exceed color intensity of reference standard

Bo. / PacTBOp mOMKeH OBITH OKpalleH HE
6oJiee HHTEHCHBHO, YeM 3TaJIOH Bo.

3 |Dissolution time /
BpeMmst pacTBOpEHHS

01 min 04 sec/ 01 muu 04 cek

Not more than 5 min. / He 6osiee 5 MuH.

4 |pH of solution

/ pH pacTBOpa 6.5

5.8t07.8./015,8 no7,8.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykr cootseTcTByeT TpeboBanuam H/T

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

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

ITogrororneno: Ankit ﬂ ITposepeno: Santosh Kumar Ono6peno: Menemxkep / PykoBOAUTENE '\):zgfg,
Maurya Manoj Kumar ;

Reprint Date / Reprint Date / Reprint Date /

Jara: 12.01.2024 Hara: 12.01.2024 Jata: 12.01.2024

Registerad Office: 8-2-337, Read No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934FLCO04507

www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Barldi,
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilponyxt U6yxkmun® Dxenpece (M6ynpodeH + napaieramor), MOPOLIOK sl TPUTOTOBIEHHS PaCcTBOpa
IUJIsL TprUeMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2302615 Batch Quantity / : 155513 units /
Cepus Ne O6beM apTvU 155513 enunuy
Analytical Report No. / : 890001710799 Date of Analysis / 1 12.01.2024
Ananurtuueckuii oryet Ne Jlara aHanu3a
Date of Manufacture / 1 12/2023 Date of Expiry / 1 11/2025
JlaTa npon3BOJICTBA ToaeH 1o
Analysis performed according ND / Ananu3 nposezies mo HJI: JIT1-007239-300721
ONe Test / IloxazaTesan Result / PesyabTaTnl Specification / Hopma
5 [Identification / IlogmuHHOCTH Complies / The retention times of the main peaks in the
4) by HPLC / BXKX CootBeTcTBYET chromatograms of test solutions should
correspond to those in the chromatograms of
— Ibuprofen / ubynpoghen reference  standards solution (Assay
section). / BpeMsl yaepKHUBaHUsT OCHOBHBIX
~ Paracetamol / napayemanmon TMMKOB HAa XPOMATOrpaMMaX HCIBITYEMbIX
pacTBOPOB  JOJKHBI  COOTBETCTBOBATH
BpeMeHaM YACpPKUBAHUS
COOTBETCTBYIOLUIMX OCHOBHBIX THMKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHJapTHBIX
obpasoB  (pazmen  «KoaudecTBEHHOE
ornpeneNeHue).
B) by HPLC-UV / BOXKX-Y® Complies / When carrying out the "Assay" test, the
CoOTBETCTBYET UV spectra of the test solutions should

— Ibuprofen / ubynpodpen

— Paracetamol / napauemamon

correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoeeneHud  Tecta  «KoJIU4eCTBEHHOE
onpeaeneHue» Y®-CIEKTPEl HCIBITYEMBIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBAThH Y @-
CIeKTpam CTaHAAPTHBIX pacTBOPOB
ubynpodeHna u napaueTamona.

Remarks : The Product confirms to ND/

Ipumeuanne: ITpogykr cooTBeTcTBYET TpeboBanygm HJI

Conclusion : APPROVED /
3axumouenue: OJJIOBPEHO

Prepared by /
TTonrorosneHo: Ankit

£

Maurya

Checked by /
[porepeno: Santosh Kumar

(3=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauren
Manoj Kumar

S

Reprint Date /
Hara: 12.01.2024

Reprint Date /
Jara: 12.01.2024

Reprint Date /
Jata: 12.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
fel #9140 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AF1984P1.C0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Lt
Formulation Unit-6

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

www. drreddys.com

PogcTBeHHbIe IpUMecH

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

Below LOQ (LOQ = 0.04 %) /
Hyxe npenena
KOJINYECTBEHHOTO
onpenenenus (IIKO = 0.04 %)
Below LOQ / Huxe npeaena
KOJIMUECTBEHHOTO
OTpeNIeNeHUs

Below LOD (LOD = 0.01 %) /
Hiwke npenena obHapyxeHus
(I10=10.01 %)

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Iponykt U6yxnua® Dxcnpecc (MOynpodeH -+ napaieramon), OpOLIOK [l IPUTOTOBJIEHHS PacTBOpa
JUIs ipueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2302615 Batch Quantity / : 155513 units /
Cepus No O6beM napTuu 155513 enunun
Analytical Report No. / : 890001710799 Date of Analysis / : 12.01.2024
AHannThuieckuit otuet Ne JlaTa aHanuza
Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jlara npou3BoACTBA I'oneH no
Analysis performed according ND / Ananu3 nposezex no HJI: JITI-007239-300721
ONe Test / IloxazaTcib Result / PeayanTaTn: Specification / Hopma
6 |Particle size / Pazmep uacTHL 100 % Particle size less than 2 mm — not less
than 95 %; / Yactun pazmMepoM MeHee 2 MM
— He MeHee 95 %, '
88 % Particle size less than 0.25 mm —not less
than 60 %. / 4acTuL pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boga 5.2% Not more than 8.0 % w/w. / He 6oiee 8,0 %.
8 [Related substances /

Individual unidentified impurity - not more
than 0.15 %. / Enunu4nas
HenJeHTHOUIIMPOBaHHAS IPUMECH - HE
oonee 0,15 %.

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

Impurity K - not more than 0.15%. /
[Tpumecs K - me Gonee 0,15 %.

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykr cooreTcTBYeT TpeboBanyay HJI

Conclusion : APPROVED /
3axknrouenue: OJJOBPEHO

Jara: 12.01.2024

Hara: 12.01.2024

Prepared by / Checkedby/ (3~ Approved by: Manager/Executive / ,

Ioaroroeneno: Ankit IIpoBepeno: Santosh Kumar Onobpeno: Mernemxkep / PykoBoguTens M
/ Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jata: 12.01.2024

Registered Office: 8-2-337, Read No 3, Ranjara Hills, Hyderahad - 500034, Telangana, India

Tel: #9140 1200 2500, Foe 191 10 4900 2999, Email: mai
CIN' L85195AP1934PLC0OO4507
www.drreddys.com

{@drreddys.com
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Dr. Reddy's Laboratories Lid
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykt U6yknun® Dkcnpecc (u6ynpodeH + napaueramor), HOPOLIOK /I NPUTOTOBJIEHHUs pacTBOpa
JUIs IpueMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302615 Batch Quantity / : 155513 units /
Cepus Ne O6beM napTHH 155513 eauHun
Analytical Report No. / : 890001710799 Date of Analysis / 1 12.01.2024
AHanuTHyeckuii oryeT Ne JlaTa aHanu3a
Date of Manufacture / : 12/2023 Date of Expiry / 1 11/2025
Jlata npou3BojcTBa I'ozeH no
Analysis performed according ND / Ananus nposeaeH no HJI: JI1-007239-300721
ONe Test / IloxazaTenn Result / Pe3ynbTaThl Specification / Hopma
Below BDL (BDL=6403) / Individual unidentified impurity - not more
Huke mopora perucrpanun  [than 0.10%. / EnuHuuHas
(HP =6403) HCHI[CHTH(l)HHHpOBaHHaﬂ [IPUMECH - HE
6onee 0,10 %.
Below BDL / Huxe nopora
[PErHCTpaliu Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
OaHOPOAHOCTH JO3HPOBAHUS
- ibuprofen / ubynpogen 29 Acceptance value (AV) should not be more
' than 15.0. / IToka3zarens mprueMaeMOCTH
(AV) momxkeH 6sITE He Oosiee 15,0.
aracetamol / napauemamon Acceptance value (AV) should not be more
-P PaAEmamo 2.3 than 15.0. / IToka3aTenp NpuemMIiIeMOCTH
(AV) nomxen 6bITh He Hoee 15,0.

Remarks

: The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: ITponykt coorBeTcTBYeT TpeboBanyay H/I

3akmouenue: OJJOBPEHO

Prepared by /
[MoxarorosneHo: Ankit

r

Checkedby/ P2
[Tposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoguTens ’\E‘,;L-;ﬁ

Manoj Kumar

Reprint Date /
Jara: 12.01.2024

Reprint Date /
Iara: 12.01.2024

Reprint Date /
Hara: 12.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl 491 40 4900 2a00, Faxe +91 40 4900 2999, Fmail mail@drreddys.com
CIN: L85195AF1534PLCO04507

www,drreddys.com
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1. Reddy's Laborateries itd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baridi,
Distt. Solan, H.R, 173 205, INT:A
Tel: +91 93166 56001-02

v drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product
ITponyxt

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
U6ykmun® Dxkenpecc (16ynpoden + napaleTamon), NOPOLIOK s IPUTOTOBJIEHNs PacTBOPa
IJ1s mpueMa BHYTpb, 400 Mr+325 mr

Batch No. /
Cepus Ne

1 V2302615

Batch Quantity /
O6beM apTvu

: 155513 units /
155513 epunuig

Analytical Report No. /
AHanutnueckuii oT4eT Ne

: 890001710799

Date of Analysis /
JlaTa aHaiHM3a

: 12.01.2024

Date of Manufacture / 0 12/2023

)laTa I[IpON3BOACTBA

Date of Expiry /
Tomen no

1 1172025

Analysis performed according ND / Ananus nposeaes no HJI: JIII-007239-300721

ONe Test / IloxkasaTenn

Result / PesyaLTatsl

Specification / Hopma

10 | Microbial limits /
MuxpoGuonoruyeckas YucToTa

NIL CFU/g/
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
OtcyreTBYyeT B I

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

O611ee YnCno a9pOGHBIX MUKPOOPraHU3MOB
- He Gonee 1000 KOE/T.

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

OOblee YHCIO JPOXOKEBBIX U IJIECHEBBIX
TpuboB - He Gonee 100 KOE/T.

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

- paracetamol / napayemamon

11 | Assay / KoauyecTBeHHOE
onpexaeJieHHe
- ibuprofen / ubynpogpen 398.3 mg (99.6%) /

398.3 mr (99.6%)

326.5 mg (100.5%) /
326.5 mr (100.5%)

3600 mg to 440.0 mg of C;3His02
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr g0 440,0 Mr
Ci3Hi1302 (ubympoden) (ot 90,0 % no
110,0 % OT HOMHHAJIBHOTO CONIEPKaHHs) B
OJTHOM MaKETHKE.

292.5 mg to 3575 mg of CsHyNO;
(paracetamol) (90.0 % to 110.0 % of label

olaim) por sachoet, / OT 292,5 Mr 10 357,95 Mr

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akmouenue;: QJJOBPEHO

Prepared by /
Iloxrorosneno: Ankit

B

IIpumeuanne: [IpogyKT COOTBETCTBYET Tpe6OBaHHH1\%

Checked by / L~
[posepeno: Santosh Kumar

Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar

[

Reprint Date /

Reprint Date /

Hata: 12.01.2024

Harta: 12.01.2024

Reprint Date /
Hara: 12.01.2024

Registarad Office: 2-2-227, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol, 453 4 4900 2900, Fax; +01 40 4900 2999, Email: mail@drreddys.com
CIN: LRS195AP1934PLE004507
wwwdrreddys,com
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Cr. Reddy's Lahoratories {id,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITponyxt H6yknua® Dxcnpece (ubynpodeH + mapareramot), MOPOLIOK sl IPUTOTOBJIEHHS PACTBOPA
JUTsl TpreMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302615 Batch Quantity / : 155513 units /
Cepust Ne O6beM napTuu 155513 equnun
Analytical Report No. / : 890001710799 Date of Analysis / : 12.01.2024
AHanuTu4eckuil oryer Ne Jlata anayiu3za
Date of Manufacture / : 12/2023 Date of Expiry / . 11/2025
Jlata mpousBoJCTBa [oneH 1o
Analysis performed according ND / Anayms nposezien no HJI: JI1-007239-300721
ONe Test / [loka3zaTesn Result / Pe3ybTaThbl Specification / Hopma
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAJIBHOTO COAEP)KaHUs) B
OJJHOM IIaKETHKE.
12 |Package / YnakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
naKeTHuKe u3
KOMOMHMPOBAHHOTO
Matepuaia (JJAMHHUpPOBaHHAas
6ymara/IIDHIT/anoMuHKeBas
¢onsra/[IOHII). ITo 9
NaKETHKOB BMeCTe c
HHCTPYKLHEH no
NPHUMEHEHHIO B mavky
KapTOHHYIO.

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./[lo5rB

NaKeTHKe u3 KOMOMHHPOBaHHOTO
Marepuana (lTaMuHMpOBaHHAS
6ymara/TIDHIl/amoMunneBas

donsra/IIGHIT). ITo 6 una 9 nakeTukon
BMECTE C MHCTPYKLMEH M0 NPHMEHEHHIO B
nayKky KapTOHHYIO.

13

Labeling / MapkupoBKa

According to ND. / B cootBercTBuu ¢ HJL.

14 |Storage conditions /

Xpanenue

Store below 25 °C. / IIpu Temneparype He Bbiie 25 °C.

15

Shelf life / Cpok rogaocTH

2 years. / 2 rofa.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpogykt cooTBeTCTBYET TpeOoBaHUIMALLL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoxarorosneno: Ankit

5

Maurya

Checked by /
+ [IposepeHo: Santosh Kumar

=

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

Reprint Date /
Hara: 12.01.2024

Reprint Date /
Hara: 12.01.2024

Reprint Date /
Hara: 12.01.2024

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

CIN: LR5195AP1934PLLCO0AS507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lig

Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacldj,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Iporykr : H6yknun® Dkenpece (u6ynpodeH + mapaneramot), HOPOIIOK JUis IPHTOTOBJIEHHUS pacTBopa
JUIs IpUeMa BHYTpb, 400 mMr+325 mr
Batch No. / 1 V2302615 Batch Quantity / : 155513 units /
Cepus Ne O6beM napTuu 155513 enunun
Analytical Report No. / : 890001710799 Date of Analysis / : 12.01.2024
AHaluTH4ecKuii otyer Ne Jlara anayinsza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTa npou3BoJcTBa ["onen oo

Analysis performed according ND / Ananus nposeaes no HJI: JIT1-007239-300721

APIname / IlanmenoBanue ADC: Ibuprofen sodium dihydrate / Paracetamol / Tlapareramon
HobynpodeHa HaTpusi AUrHAPaT

INN/ MHH: Ibuprofen / U6ynpoden Paracetamol / ITapanieramon

API manufacturer batch number / SB1F0029 APAPE2023060685

Homep cepun npouspoautest ADC:

FP Manufacturer API Batch number /

Howmep cepuu cyOcTaHIHH FEQA00629 FEQA00345

npouspoauteas I'JIdD:

API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /

IIpoussoautear ADC, crpana: BAC® Kopmopeiun, CHIA I'panynec Unaus Jlumuren, Manus

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

ITpumeyanne: [TpoxykT cooTBeTcTBYeT TpeboBanusam HJI 3akmoyenne: OJOBPEHO

Prepared by / Checked by / (6l Approved by: Manager/Executive /

Ioarororneno: Ankit ﬂ Ipoeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoAUTENb @'«(
/ Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jlara: 12.01.2024 Jara: 12.01.2024 Jlara: 12.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl +91 40 4600 2900 Faxe +97 40 4900 2939, Fmail mail@drrpddys com
CIN: L85195AP1934PLC0O04507

www.drreddys.com




