Dr.Reddy’s Q':"'

Dr Reddy's Labaraiories Lid,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INTHA
Tel : +91 95166 56001-02
veww.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxt N6yxnun® Dxenpecc (u6ynpoden + napauetamos), HOPOLIOK [Jisi IPUTOTOBIEHUS pacTBoOpa

J1s IpueMa BHYTpb, 400 Mr+325 mMr

Batch No. / 1 V2302614 Batch Quantity / : 17201.22 units /
Cepns Ne O6beM naptiu 17201.22 eguHnn
Analytical Report No. / : 890001709558 Date of Analysis / : 05.01.2024
AnajinTHyeckuii otuet Ne Jara ananusa
Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
Jara npousBozacTsa I"omen no

Analysis performed according ND / Ananus nposeaex no HJT: JIT1-007239-300721

[Topowok 6enoro 1Bera c
XapaKTepHbIM 3ariaXxoM.

ONe Test / Ilokasarcan Result / PeayanTaTet Specification / Hopma
1 |Description / Onucanune White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopomok ot Genoro

JI0 MOYTH 6enoro IBeTa, ¢ XapaKTepHbIM
3araxoM.

2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccraHOB/IEHHBIH pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /
- appearance / onucanue BecupetHplff  pacTBOp | becuBeTHbli pacTBOp € XapaKTepHBIM
XapaKTepHBIM  3allaxOM, C| 3alaxoM, C BO3MOXHBIM COJEp)KaHHEM
HEOOBILIUM KOJIMYECTBOM | HEOONBIIOrO  KONMYECTBA  B3BELIECHHBIX
B3BELIEHHBIX YACTHL. YaCTHII.
- Color of the solution / Complies / Color intensity of the solution does not
yeemnocmsp CoOTBETCTBYET exceed color intensity of reference standard
Bo. / PacTBOp AOmKeH OBITH OKpallleH HE
6oJiee HHTEHCHBHO, YeM 3TaJIOH Ba.
3 |Dissolution time / 01 min 02 sec/ 01 mun 02 cex|{ Not more than 5 min. / He 6onee 5 mus.
Bpems pacTBOpeHHs
4 |pH of solution / pH pacTBOpa 6.3 5.8t07.8./0t15,8 n07,8.

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT coorBeTcTBYET TpeboBaHusiM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

IloaroroBneno: Ankaj Verma | Ilposepeno: Rama i3 + Onobpeno: Menemxep / Pyl-:oaomwenb-'zu/wﬁ
- m‘"_t/ Manoj Kumar Amm L

Reprint Date / & Reprint Date / Reprint Date /

Hata: 05.01.2024 Hara: 05.01.2024 Harta: 05.01.2024

Registered Office: §-2-33

Tol 481 50 4500 22
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Dr.Reddy’s ":"

Dr. Reddy's Lahoratories Lid
Formulaticn Unit-6

Vitl. ¥hol, Nalagarh Road, Badidi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02
wyyw.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAyxT U6yxnun® Dxcnpecc (u6ynpodeH + napareTamon), HOPOLIOK AJist IPUTOTOBJIEHHS PacTBopa
JUIs pHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2302614 Batch Quantity / : 17201.22 units /
Cepms Ne Obbem napTuu 17201.22 enunun
Analytical Report No. / : 890001709558 Date of Analysis / : 05.01.2024
Anayuruyeckuit otyet No Jlata aHanu3a
Date of Manufacture / : 12/2023 Date of Expiry/ : 11/2025
Jlara npousBoacTsa I"onen no
Analysis performed according ND / Ananu3 nposened no HJI: JI[1-007239-300721
ONe Test / Ilokazarenan Result / Pe3yabTaThl Specification / Hopma
5 [Identification / IloaiuHHOCTH Complies / The retention times of the main peaks in the
4) by HPLC / BIKX COOTBETCTBYET chromatograms of test solutions should
correspond to those in the chromatograms of
— Ibuprofen / ubynpogen reference  standards solution (Assay
section). / Bpems ynepxuBaHUsT OCHOBHBIX
~ Paracetamol / napayemamon MHKOB HAa XpOMAaTOIPaMMaX HCIIBITYeMbIX
pacTBOPOB  JIOJDKHBI ~ COOTBETCTBOBATH
BpEeMeHaM yAepKUBaHHs
COOTBETCTBYIOIX OCHOBHBIX IHKOB Ha
XpoMaTorpamMMax pacTBOpa CTaHAAPTHBIX
obpastoB  (pazgen  «KosiHyecTBEHHOE
OIIPEJICTICHUEY).
B) by HPLC-UV / BOXX-Y® Complies / When carrying out the "Assay" test, the
CooTBeTCTBYET UV spectra of the test solutions should
~ Ibuprofen / ubynpoden correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / Ilpu
npoeeaennu  Tecta  «KonuuecTBeHHOE
onpeneneHuey YD-CNeKTpbl UCHBITYEMbIX
pPacTBOpPOB JIOJDKHBI COOTBETCTBOBAaTh Y D-
CIEKTpaM CTaHapTHBIX pacTBOpOB
ubynpodeHa u napaueramona.

Remarks : The Product confirms to ND/

Ilpumeuyanue: [IpogykT cooTBeTcTBYET TpeboBaHusm HT

Conclusion : APPROVED /
3axmouenne: QJJOBPEHO

Proparod by /
IoarorosneHo: Ankaj Verma

Chooalcod by /

IIpoBepeno: Rama gaﬁt {_
(i e

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauTep -
Manoj Kumar / (e

Reprint Date /
Hara: 05.01.2024

= Reprint Date /
Harta: 05.01.2024

Reprint Date /
Hara: 05.01.2024

Regisiered HiFice~8-12

Tl 497 A7 ¢

ivo, 3, Banjara Hills, My

2LCO04507
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Dr.Reddy’s ":’

D Reddy’s Laberatories Ltd,
Formulation Unit-6

Vill. ithol, Nalagarh Road, Baddi,
Disti. Solan, H.P.,, 173 205, INDIA
Tel : +91 892166 56001-02
wwv.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT U6yxnun® Dxcnpece (M6ynpoden + napaieramost), MOPOILIOK JJisl IPUTOTOBJIEHUS PacTBOPA
JUIsl npueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302614 Batch Quantity / 1 17201.22 units /
Cepnus No O6beM napTun 17201.22 egyHuIg
Analytical Report No. / : 890001709558 Date of Analysis / : 05.01.2024
AHaJutnyeckuii otuet Ne Jara aganusa
Date of Manufacture / 1 12/2023 Date of Expiry / 1 11/2025
Jara npousBozacrsa ["onen no

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

Poacreennbie npumecu

- ibuprofen / ubynpoghen

- paracetamol / napayemamon

Below LOQ (LOQ =10.04 %) /
Hwxe npenena

KOJMYECTBEHHOTO
onpeneneuus (ITKO = 0.04 %)
Below LOQ / Hixe npenena
KOJIHYECTBEHHOT'O
OTpeeNeHUs

Below LOD (LOD = 0.01 %) /
Huwxe mnpenena oGHapyxeHUs
(I10 =0.01 %)

ONe Test / [TokazaTesb Result / PesyabTaThr Specification / Hopma
6 |Particle size / Pasmep uacTun 100 % Particle size less than 2 mm — not less
than 95 %; / Yactul pasMepoM MeHee 2 MM
— He MeHee 95 %;
92 % Particle size less than 0.25 mm — not less
than 60 %. / yacTul pa3mMepoM MeHee
0,25 MM — He MeHee 60 %.
7 [Water /Boaa 5.2 % Not more than 8.0 % w/w. / He 601ee 8,0 %.
8 |Related substances /

Individual unidentified impurity - not more
than 0.15 %. / EnunuyHas
HEeUAECHTUQULPOBAHHAS IPUMECH - HE
6onee 0,15 %.

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

[mpurity K - not more than 0.15%. /
[Tpumecs K - ne 6onee 0,15 %.

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

Ipumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusam HJL 3akmodenue: OJJOBPEHO

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

Toaroroeneno: Ankaj Verma | [IposepeHo: Rama t t Onobpeno: Menemxkep / Pyxoaomwenw
my Manoj Kumar 4 L

Reprint Date / - Reprint Date / ' Reprint Date /

Jara: 05.01.2024 Hara: 05.01.2024 Jlara: 05.01.2024

Reégistared Office: #

5, Hydarabad -
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Dr.Reddy’s €5¢

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Disii. Solan, H.P., 173 205, INDIA
Tel : +-91 981566 56001-02

www. drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[IpoaykT H6yxnun® Dxcnpecce (ubynpodeH + napaneramolt), HOPOLIOK 1Jis IPUTOTOBJIEHHS pacTBOpa

JUIA [IpueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302614 Batch Quantity / : 17201.22 units /
Cepwuis Ne O6beM napTHu 17201.22 equHnL
Analytical Report No. / : 890001709558 Date of Analysis / : 05.01.2024
AnasuTuyeckuid otueT No JlaTa ananuza
Date of Manufacture / : 12/2023 Date of Expiry / 1 11/2025
Jara npousBojcTea Ionen no
Analysis performed according ND / Ananu3 nposeges no HJI: JI1-007239-300721

| ONe Test / Iloxka3zaTessn Result / PesyaLTaTLi Specification / Hopma

Below BDL (BDL=6570) /
Hixe nopora peructpaiuu
ITP =6570)

[ndividual unidentified impurity - not more
than 0.10%. / Enqunu4nas
HeueHTH()UIUPOBaHHAS IPHMECH - HE
oonee 0,10 %.

Below BDL / Hike nopora
pEruCTpaluy Total impurities - not more than 0.5%. /
CymMa npumeceii - He 6oxee 0,5 %.
9 |Uniformity of dosage units /
OaHOPOAHOCTH NO3HPOBAHMSA
- ibuprofen / ubynpodghen 39 Acceptance value (AV) should not be more
’ than 15.0. / [TokazaTenb NpHEMIIEMOCTH
(AV) nomxeH ObITh He 6onee 15,0.
- paracetamol / nADAUEMAMO Acceptance value (AV) should not be more
p pau 3.0 than 15.0. / TlokazaTenb NpueMJIEMOCTH

(AV) nomxeH 6bITh He Honee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axiawuenue: OJIOBPEHO

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

IToarorosneno: Ankaj Verma | Ilpoepeno: Rama Kant Onobpeno: Menemxep / PykoBoauTens \w
5‘“/ @»{U@ Manoj Kumar (WAl

Reprint Date / - Reprint Date / - Reprint Date /

Hata: 05.01.2024 Jara: 05.01.2024 Harta: 05.01.2024
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Dr.Reddy’s ":'

Cr. Reddy's Lahoratories it
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badj,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91. 98166 56001-02
viewow drreddys.con

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Tponykr U6yknuu® Dkenpece (16ynpoden + napaleramos), HOPOLIOK s NPUTOTOBJIEHHs pacTBOpa
JU1s IpHeMa BHYTpb, 400 Mr+3235 mr
Batch No. / 1 V2302614 Batch Quantity / : 17201.22 units /
Cepust Ne O6neM napTuu 17201.22 equHuL
Analytical Report No. / : 890001709558 Date of Analysis / : 05.01.2024
AHanutudeckuii otuet Ne JlaTa ananuza
Date of Manufacture / : 12/2023 Date of Expiry / 1 11/2025
Jara npon3BoacTBa ["oxen 1o
Analysis performed according ND / Ananu3 nposesien no HJI: JI1-007239-300721
ONe Test / Ioxasareun Resull / Pe3yabTaThl Specification / Ilopma
10 | Microbial limits /
Mukpobuogornyeckast 44CTOTa
NIL CFU/g/ a) Total aerobic microbial count - not
KOE/r more than 1000 CFU/g. /
O011ee YUCIIo0 a3pOOHBIX MUKPOOPTaHU3MOB
- He Gonee 1000 KOE/T.
NIL CFU/g/ b) Total combined yeasts and mould -
KOE/r not more than 100 CFU/g. /
OO0lLIee YUCIIO JIPOXKIKEBBIX M IJICCHEBBIX
rpu6oB - He 6onee 100 KOE/T.
Absent per 1 g/ c) Escl}eri.chia cpli - shall be absent per 1 g./
OrcyTcTBYer B Ir Escherichia coli - orcyrcTBue B 1 T.
11 | Assay / KonnyecTBeHHOE
onpejesieHne
- ibuprofen / ubynpoghen 404.4 mg (101.1%) / 360.0 mg to 440.0 mg of CisHisO
404.4 mr 101.1%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 110 440,0 Mr
Ci3Hi30, (mbympoden) (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO COMACPIKAHUsI) B
OJIHOM MaKETHKe.
- paracetamol / napayemamo 328.3 mg (101.0%) / 292.5 mg to 3575 mg of CsHsNO;
328.3 Mr (101.0%) (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/
Ipumeyanne: [TpoaykT cooTBeTcTBYET Tpebosanusm HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Registered Offices 8-2

Tl

YN ol

0, Fay, 4901 40 6¢
U L5185/

Prepared by / Checked by / Approved by: Manager/Executive / f
IToarotoeneno: Ankaj Verma | [Iposepeno: Rama Kant OnobpeHo: Menemxkep / Pyxosowwens&
e diw Manoj Kumar i\‘ﬁ'" o
Reprint Date / & Reprint Date / Reprint Date /
Hata: 05.01.2024 Hata: 05.01.2024 Hata: 05.01.2024
cact e 2, Banjara Hills, Hydarabad - 505034, Telangana, India
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Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
HaKeTHKe u3
KOMOHWHHPOBAaHHOTO
MaTepuana (JJaMUHHUpPOBaHHAs
o6ymara/[I9HI1/anromMuHKreBas
donsra/IIOHII). ITo 9
NaKeTUKOB BMeECTE c
UHCTPYKLUEH o
HPUMEHEHHIO nayKy
KapTOHHYIO.

B

CEPTUO®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT U6yknun® Dxcnpece (M6ynpodeH + napaneramot), NOpOILOK /sl IPUTOTOBJIEHHS pacTBOpa
JUIs IpueMa BHYTpb, 400 Mr+325 mr
BatchNo. / 1 V2302614 Batch Quantity / : 17201.22 units /
Cepus Ne O6beM napTuu 17201.22 eguHun
Analjytical Report No. / : 890001709558 Date of Analysis / : 05.01.2024
AHayTudeckuii otueT No JlaTa aHanu3a
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172025
JlaTa npousBojacTBa I'onen no
Analysis performed according ND / Auanu3 npoeaeH no HJI: JII1-007239-300721
ONe Test / IlokazaTens Result / PesynbTaTtsl Specification / Hopma
CsHoNO; (mapaueramon) (ot 90,0 % mo
110,0 % OT HOMMHANIBHOI'O COAEPKAHUs) B
OJHOM NaKETHKE.
12 |Package / YnakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./Ilo5rB
MIAKETUKE u3 KOMOMHUPOBAHHOTO
MaTepHaa (1TaMMHUpOBaHHAS
oymara/[IOHI1/antomMmuHeBas
donera/I[IBHIT). [To 6 umu 9 HaKeTHKOB
BMECTE C MHCTPYKL[HEH MO MPUMEHEHHIO B
nayKy KapTOHHYIO.

13 |Labeling / MapkupoBKa

According to ND. / B cootBetrcTBuH ¢ HJI.

14 | Storage conditions /

Xpanenue

Store below 25 °C. / IIpu Temnepatype He Boiie 25 °C.

15

Shelf life / Cpok roguocTn

2 years. / 2 roga.

Remarks : The Product confirms to ND/
IIpumedanue: IIpogykT cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Hara: 05.01.2024

JlaTta: 05.01.2024

Prepared by / Checked by / Approved hy: Manager/Executive /
IMoarorosneno: Ankaj.Verma | ITpoBepeno: Ramg Kant Onobpeno: Menemxep / PYKOBOANTE .

n_—~ Bﬂ""\‘{'\x/\ Manoj Kumar W
Reprint Date / - Reprint Date / Reprint Date /

JHara: 05.01.2024

24071 40 4900 2992, Email: maild@drraddys.com

CIN: LE85195AP1934PLC004507
www.direddys.com




Dr.Reddy’s ":‘

o Reddy's Laboratories Lid
Formulation Unit-6

Vill, #hol, Nalagarh Road, Baddi,
Distts Solaa, H.R, 173 205, INDHA
Tel 1 +91 82166 56001-02

v, direddys.coimn

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6yknmun® Dkcnpecce (ubynpodeH + napaieramort), MOPOLIOK /IJisi IPUTOTOBIEHHS PacTBOpa
JUls Ip¥eMa BHyTpb, 400 Mr+325 mMr
Batch No. / 1 V2302614 Batch Quantity / : 17201.22 units /
Cepus Ne O6bem naptuu 17201.22 eauuun
Analytical Report No. / : 890001709558 Date of Analysis / : 05.01.2024
Anajvrrueckuil oTuet Ne JlaTta aHanuza
Date of Manufacture / 1 12/2023 Date of Expiry / 1 11/2025
Jlara npousBoicTaa ["oneH no

Analysis performed according ND / Axanus nposeges no HJI: JITT-007239-300721

API name / HannmenoBanne ADC:

Ibuprofen sodium dihydrate /
HobynpodeHa HaTpust quruapar

Paracetamol / [Tapanietamon

nponspoautens I'JIP:

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / SB1F0029 APAPE2023060685
Homep cepuu nponssoautenss AQC:

FP Manufacturer API Batch number /

Homep cepun cyGerannun FEQA00629 FEQAQ0345

API Manufactured by & country /
Ilpoussoaurens ADC, cTpaHa:

BASF Corporation, USA /
BAC® Kopnopeiiun, CIIIA

Granules India Limited, India /
I"panynec Unpus Jlumuren, Muaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuyanue: ITponykt cootBeTcTBYET TpeboBaHusam HJL

3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrotosneno: Ankaj Verma | IIpoBepeHo; Kant, Onobpeno: Menemxep / Pykoeonurels Lﬂ

. R‘mﬁul\\ld; Manoj Kumar }h:Zﬂ«ﬁ.,
Reprint Date / & Reprint Date / - Reprint Date / T
Jara: 05.01.2024 Hara: 05.01.2024 Hara: 05.01.2024




