Dr. Reddy's Laboratories Ltd.

Do
Dr. Red dy’s ‘... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUD®HUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral soll‘ivt'ivd'}'i:J 460 %E‘*’ 325 mg
NOpoaykr : Hoykaun® Ixenpece (nGynpoden + napaneramor), NOpOIIOK AJisi NPHIOTOBJICHHUS]
pacTBOpA JUISI ipHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2102231 Batch Quantity / : 17630.000 units /
|Cepust Ne O6beM napTuu eJIMHHL
Analytical Report No. / : 890001567041 Date of Analysis / : 10.01.2022
Aunanurndeckuii oryer No JlaTa ananusa
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JaTa npoH3BOACTBA I'ogen 5o
Analysis performed according ND / Ananu3s nposegen no HJI: JITI-007239-300721

Ne | Test / ITokasatenn  Result/ PesyabtaTel | Specification / Hopma

1 |Description / Onucanne White powder, with | White to off-white powder, with al
characteristic odour. /| characteristic odor. / Ilopowok ot 6enoro
[Topowok Genoro 1BeTa C| A0 MOYTH OENOro 1BETa, ¢ XapaKTEPHBIM
XapaKTepHbIM 3araxoM. 3aMnaxoMm.

XapaKTEPHbIM 3allaXOM.

2 |Reconstituted solution / Complies Colourless solution with a characteristic
BoccTaHOBJIEHHBIH pacTBOp odor shall be observed, may have small
amount of suspended particles. /

- appearance / Onucanue becuBeTHBI pPacTBOP C XapakTepHbIM

3alaxoM, C BO3MOXHBIM COJACPKAHUEM
HeOOJIBIIONO KOJIMYECTBA  B3BELIEHHBIX

- - YACTHILL.

- N Test / [Tokaszarenn Result / Pe3yabTaThl Specification / Hopma |
- Color of the solution / Complies / Color intensity of the solution does not
UGEMHOCMb CoOoTBETCTBYET exceed color intensity of reference standard

By. / PacTBOp momxkeH OBITH OKpalleH He
Gonee HHTEHCHBHO, YeM 3TajioH Bo.

3 | Dissolution time / Iminute 21 seconds | Not more than 5 min. / He 6osniee 5 muH.
Bpems pacTBopeHHs | __
4 | pH of solution / pH pacTBopa 6.7 [5.8t07.8./0t15,8 no7,8.
| - | _
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykr coorseTcTByeT TpeboBanusm HII 3axmouenne: OJJOBPEHO
Prepared by / Ankit Checked by / Naregh Kumar Approved by: Manager/Executive / Pdaliw‘an Kumar
IToxrorosieno: IlpoBepeHo: C_,- Sharma ==
/(i Z Onobpeno: Menemxep / Pykommwﬁﬁf/
Joe
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Harta: Hata: Hara:
Registered UiTice: 8-2-337, Road No. 3, Banjara AIlls, 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 Q‘:"

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJIM3A

Tel : +91 98166 56001-02

Ibuclin Express (Ibuprofen+Paracetam:)l), powder for oral solution, 400 ?Xg’ PIhs mg_

Product
Ilponyxkr Uo6ykanu® Ixenpece (ubynpoden + napameramolt), HOPOIWIOK Jist IPHTOTOBIEHUS
pacTBOPA AT MpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / V2102231 Batch Quantity / : 17630.000 units /
Cepusn Ne Oo6bemM napTHH eIHHUL
Analytical Report No. / 890001567041 Date of Analysis / : 10.01.2022
AHanuTHuyecKuii oTyeT Ne JaTa aHanu3a
Date of Manufacture / Dec. 2021 Date of Expiry / : Nov. 2023
Jara npousBojcTaa Togen no
Analysis performed according ND / Ananu3 nposeaen no HJI: JI11-007239-300721
N Test / Ilokasareas | Result / Pe3ynbTathl Specification / Hopma N
5 |Identification / IlogJHHHOCTH | The retention times of the main peaks in the
chromatograms of test solutions should
d) by HPLC/ BIKX correspond to those in the chromatograms of
— Ibuprofen / ubynpogen Complies / reference  standards solution (Assay
CoOOTBETCTBYET section). / Bpems yaepKUBaHUSI OCHOBHBIX
— Paracetamol / napayemamon [IMKOB HAa XPOMATOrPaMMaX MHCIIbITYEMBIX
pacTBOPOB  JIOJDKHBI  COOTBETCTBOBAThH
BpEMEHaM YOepKUBaHHS
COOTBETCTBYIOIIMX OCHOBHBIX IHKOB HA |
XpoMaTorpaMMax pacTBopa CTaHIapTHBIX
obpasiior  (pasmen  «KomudecTBeHHOE
_ OTpeZieNIEHUER).
B) by HPLC-UV / BOAKX-Y® When carrying out the "Assay" test, the
' UV spectra of the test solutions should
= Ibuprofen /ubynpogen Complies / correspond to those of ibuprofen and
— Paracetamol / napauemamon CoOTBETCTBYET paracetamol standard solutions. / Ilpu
|mpoemenun  Tecta  «KonnuecTBEeHHOE
onpenesneHue» Y P-CIEKTPhl HUCIBITYEMbIX
pacTBOPOB JOJDKHBI COOTBETCTBOBATh Y - |
CIIeKTpam CTaHAAPTHBIX pacTBOpOB
nbynpodeHna u napaneramona.
6 |Particle size / Pazmep uacTun 100 % Particle size less than 2 mm — not less
than 95 %; / YacTuu pasMepoM MeHee 2 MM
— He MeHee 95 %;
83 % Particle size less than 0.25 mm — not less
than 60 %. / 9acTHLl pa3MepoM MeHee
0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/
IIpumeuanue: [TIpofykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive / Pavan Kumar
IToaroToBieHo: IIpoBepeHo: @ Sharma S——o
A Onobpeno: Menemxep / PymaomrrM
b
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Hara: Jara: Jlara:

Regisiered Uilice: 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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborato
Formulation Unit-6

ries Ltd.

Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIU3A

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

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solﬁ}foﬁd&?ﬁ?%‘?&%iﬁ mg
Hponykr Noyxann® Ixenpece (ubynpoden + napaueramot), MOPOMIOK is HPUTOTOBJIEH S
pacTBOpa 1S npueMa BHYTPb, 400 mr+325 mr
Batch No. / : V2102231 Batch Quantity / : 17630.000 units /
Cepus Ne O6beM mapTuu €IMHHULL
Analytical Report No. / : 890001567041 Date of Analysis / : 10.01.2022
AHauTHYECKHIT oTyeT No JlaTa aHajau3a
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JdaTta npon3BOACTBA T'oaex no
Analysis performed according ND / Ananu3s nposeaen no HJI: JII1-007239-300721
[ Ne Test / ITokazaress B Result / PesyabTaThbl Specification / HOE_Ma ]
7 |Water / Boaa 4.9 % Not more than 8.0 % w/w. /He 6oinee 8,0 %.
8 |[Related substances /
PoacTBeHHBIE NPHMECH
- ibuprofen / ubynpogen BDL (disregard area 12439)  |Individual unidentified impurity - not more
than 0.15 %. / EnuHndzas
HenJIeHTUQULIMPOBAHHAS MPUMECE - HE
BDL 6onee 0,15 %. '
Total impurities - not more than 0.5%. /|
Cymma npumeceit - He Sonee 0,5 %.
- paracetamol / napayemamon BDL (disregard area 7777)  |Impurity K - not more than 0.15%. /
‘ [Tpumecs K - e 6onee 0,15 %.
, BDL (disregard area 7777)  |Individual unidentified impurity - not more
than 0.10%. / Enuan4Has
HenJeHTH(P UL POBAHHAS IPUMECH - HE
| ooinee 0,10 %.
| BDL Total impurities - not more than 0.5%. /
| Cymma npumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /

OAHOPOAHOCTH A03MPOBAHUSA

- ibuprofen / ubynpogen

- paracetamol / napayemamon

2.5 Acceptance value (AV) should not be more |

than 15.0. / TTokazatenp NpUeMIIEMOCTH
(AV) nomxen 6biTh He Oonee 15,0.

3.8 Acceptance value (AV) should not be more |

than 15.0. / Ilokazarenp npueMJIEMOCTH
(AV) nomxeH ObITh He Horee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [1ponykT cooTBeTCTBYET TpeboBanuam HJT 3akmouenne: OJOBPEHO
Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executive / Pzﬂv‘an Kumar
[ToaroroBneHo: ITpoBepeHo: @/ Sharma < =
Onobpeno: Menemxep / Pyxosomm:a%—"’/

Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Hara: Hara: Hara:

Registered OfTice: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, lelangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIM3A Tel : +91 98166 56001-02
Product Ibuclin Express (Ibuprofen+Par;cFet21;nol), powder for oral soll\ivt{'(’)vﬁ',ué'tf()e(ﬁxg' s mé—_
IlpoayxTr Ho6ykann® Dxenpece (uGynpoden + napaneramod), HOPOILOK AJIsi NPHTOTOBJIEHUs
pACTBOpa AJsl NpHeMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2102231 Batch Quantity / : 17630.000 units /
Cepusa Ne O6beM NapTUH eAMHHL
Analytical Report No. / : 890001567041 Date of Analysis / : 10.01.2022
AHanuTHyecKHii oTuer No JlaTa anaiu3za
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JaTa npou3BOACTBA I'ogen no
Analysis performed according ND / Ananu3 nposegen no H/I: JII1-007239-300721
- Ne Test / IlokazaTean Result / Pe3yabTaThl T_ Specification / Hopma

a) Total aerobic microbial count - not more
than 1000 CFU/g. /
O611ee 4ucno a3poOHBIX MUKPOOPraHHW3MOB
- He Bonee 1000 KOE/T.
b) Total combined yeasts and mould - not
more than 100 CFU/g. /
Oflee YHUCIIO APOMNOKEBBIX M MIIECHEBbIX
rpu6oB - He 6onee 100 KOE/T.
¢) Escherichia coli - shall be absent per 1 g./

|Escherichia coli - orcyTcrBue B 1T.

- paracetamol / napayemamon

10 | Microbial limits /
Muxkpobuoorndeckasi Y4HCTOTA NIL CFU/g
NIL CFU/g
Absent
11 Assay / KoauuecTBenHnoe
olnpejaenenne
- ibuprofen / ubynpogen 401.1 mg (100.3%)

401.1 mr (100.3%)

327.2 mg (100.7%)
327.2 mr (100.7%)

360.0 mg to 440.0 mg of CisHisO2
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / OT 360,0 mr 1o 440,0 Mr
Ci3His02 (ubynpoden) (ot 90,0 % 1o
110,0 % OT HOMHHAJILHOIO COAEpXkKaHHUs) B
OJIHOM IMaKeTHKE.

2925 mg to 357.5 mg of CsHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / OT 292,5 Mr 110 357,5 Mr
CsHgNO; (mapaueramon) (ot 90,0 % 1o
110,0 % OT HOMMHAJILHOTO COEPXKAHNA) B

OIHOM MAaKECTHKE.

Remarks : The Product confirms to ND/
Ipumeyanue: IIponykt cooTBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Ankit
IToarorosiaeHo:

>

Checked by / Naresh Kumar

[IpoBepeHo: @

Sharma

Print Date /10.01.2022
Hara:

Print Date /10.01.2022
Jarta:

Print Date /10.01.2022
Hara:

Regisiered Uilice: B-2-337, Road No. 3, Banjara Hiljs, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com

Approved by: Manager/Executive / Pa};é}z Kumar

& fn—
M
Onobpeno: Menemkep / PyKoBOAHTE




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

CEPTUOPHUKAT AHAJIU3A

Tel : +91 98166 56001-02

-d : f=——
Ibuclin Express (Ibuprofen+Paracetamol), powder for oral SOll‘ivt%vIvl, 4 nzg P55 mg

Product

IIpoaykT Hoyxnnu® Dxcnpece (Mynpoden + mapaueramod), 0POLIOK /15 IPHIOTOB/ICHHS
pacTBopa JUIsl IpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / 1 V2102231 Batch Quantity / : 17630.000 units /

Cepus Ne O06beM napTuH eIMHULL

Analytical Report No. / : 890001567041 Date of Analysis / : 10.01.2022

Aunanutuyeckuii oruet No JlaTa aHaau3za

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023

JlaTa mpon3BoacTBa I'ogen a0

Analysis performed according ND / Anaau3 nposeaen mo HJI: JIII-007239-300721

Ne |

"Test / [Toka3aTes

Result / PesyabTaThl

Specification / &ﬁwa_

12 '—Package / YnakoBka

material (laminated
paper/LDPE/aluminum

patient information leaflet in

|
carton pack. / Ilo 5 r B
[aKeTHKe u3
KOMOHUHHMPOBAaHHOI'O

MaTepuana (JIAMUHUpPOBaHHAas
oymara/I[I9HIl/anromunaneBas

5 ginasachet of a combination |5 g in a sachet of a combination material
paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 9 sachets and | information leaflet in carton pack. /ITo 5 r B
KOMOUHHUPOBAHHOTO

(namMuHUpPOBaHHAS

(laminated

NaKeTHKe 13
Mmarepuana
oymara/[I9HIl/antomuHueBas

donera/lISHII). ITo 6 M 9 nakeTHKOB
BMECTE ¢ MHCTPYKIMEH MO MPUMEHEHHUIO B

nayky KapTOHHYIO.

donpra/IIOHI). Ilo 9
MaKETHKOB BMeECTe c
MHCTPYKUHEH no
NPUMEHEHUIO navKy
KapTOHHYIO.

13 |Labeling / MapkupoBka

According to ND. / B coorsercTBuM ¢ H/I.

14 |Storage conditions /
XpaHenue

Store below 25 °C. / I1pu Temnepatype He Bblle 25 °C.

15 | Shelf life / Cpok ronHocTH

2 years. / 2 roza.

Remarks : The Product confirms to ND/
IIpumeuanune: [Ipoaykr coorBercTBYeT TpeboBaHusM HJ

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

Prepared by / Ankit

IlogrorosneHo: @

Checked by / Naresh Kumar
IIposepeHo:

Sharma
Onobpeno: Menemxkep / Pyko

Approved by: Manager/Executive//'Pavan Kumar

Tellb

Print Date /10.01.2022
Hara:

Print Date /10.01.2022
JHara:

Print Date /10.01.2022
Hara:

Regisiered Oliice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




