Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®HUKAT AHAJIU3A

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

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solutiony. 4@ &agsicé?S mg

Ilpoaykr Ho6ykaun® Dxenpece (ubynpodeH + napaueramMmost), HOPOLIOK A5 NPHTOTOBJIEHHS
pacTBOpAa AJIsl NpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2200058 Batch Quantity / : 17654.000 units /

Cepus Ne Obbem naprun 17654.000 equuny

Analytical Report No. / : 890001569509 Date of Analysis / : 27.01.2022

AHaJuTHYeCKni oTdyeT No JlaTa aHanu3a

Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023

JlaTa npou3BOACTBA T'ogen o

Analysis performed according ND / Anann3 nposeaen no HJ/L: JITI-007239-300721

Ne | _Test/HOISasaTe_nb Result / Pe3ysabTaThl Specification / Hopma
1 ;Descripﬁon/Onncanne White powder, with| White to off-white powder, with a
characteristic odour. /| characteristic odor. / ITopowok ot 6enoro
IMopouiok 6enoro IBeTa €| HO MOYTH OENOro LBETa, ¢ XapaKTepPHbIM
XapaKTEPHBIM 3aIax0oM. 3armaxom.
XapaKTepHBIM 3aMaXoM.
2 |Reconstituted solution / Complies Colourless solution with a characteristic
BoccraHoBJIeHHBL pacTBOP odor shall be observed, may have smallI
amount of suspended particles. /
- appearance / onucaxue BecuBeTdblii  pacTBOp C XapaKTepHBIM
3aMmaxoM, ¢ BO3MOXHBIM COJIEPIKAHHUEM
HeGONBIIONO KOJMYECTBA B3BEUICHHBIX
- JACTHII.

N | Test / llokasatens Result / PesynbTaThbl Specification / Hopma o
- Color of the solution / Complies / Color intensity of the solution does not
UGemHOCMb CoOTBETCTBYET exceed color intensity of reference standard

Bo. / PacTBOp mOMKEH OBITH OKpAIIEH HE
- foJlee MTHTEHCHUBHO, YeM 3TaJOH Bo.
3 |Dissolution time / Iminute 34 seconds Not more than 5 min. / He 6onee 5 MuH.

| Bpemsi pacTBOpeHHs

pH of solution / pH pacTtBopa :

6.8

5.8t07.8./0t15,8 10 7,8.

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO

Prepared by / Ankit
IloxgroroBnexo:

.

i

Checked by / Anil Kumar

ITpoBepeno: @ﬁ,

Approved by: Manager/Executive / Pavan Kumar
Sharma
Ono6peno: Menexkep /“PykooanTtelinb

E-t//

Print Date /27.01.2022
Jara:

Jara:

Print Date /27.01.2022

Jlara:

Print Date /27.01.2022

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: L85195AP1984P1LC0O04507
www.drreddvs.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDHUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA

Tel - +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solutjon, 400ang o135 mg

IpoaykTr Uoykann~ Irenpece (ndynpoden + napaneramodt), HOpoWOK LISt HPHFOTOBACHUS
pacTBOpa 115l npuemMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2200058 Batch Quantity / : 17654.000 units /

Cepusi Ne Oo6beM napTHH 17654.000 equumiL

Analytical Report No. / : 890001569509 Date of Analysis / : 27.01.2022

AHanuTHdeckuit oryer Ne JlaTa anaju3za

Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023

JlaTa mpoU3BOACTBA T'ogen oo

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

No

Test / IlokazaTenb

Result / PesyabTaTsl

Specification / Hopma

5
4) by HPLC / BOXKX

[dentification / IloaMHHOCTD

— TIbuprofen / ubynpogen

— Paracetamol / napauyemamon

B) by HPLC-UV / BOXX-Y®
— Ibuprofen / ubynpoen

— Paracetamol / napauyemamon

Complies /
CooTBeTCTBYET

Complies /
CooTBeTcTBYET

The retention times of the main peaks in the
chromatograms of test solutions should
correspond to those in the chromatograms of
reference  standards solution (Assay
section). / Bpemsi yaepxUBaHUsT OCHOBHBIX
MKOB Ha XPOMATOrpamMax HCIbITYEMBIX
pacTBOpPOB  JOJDKHBI ~ COOTBETCTBOBATH
BpEMeHaM yAepKUBaHUS
COOTBETCTBYIOIIUX OCHOBHBIX IIMKOB Ha
XpOMAaTorpaMMax pacTBOpa CTaHAAPTHBIX |
obpasioe  (pazgen  «KONMUYECTBEHHOE
| onpeneneHue).

'When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposeneHud  Tecta  «KonMuecTBeHHOE
onpeneneHue» Y P-CIEeKTPpbl HCIBITYEMbIX
PacTBOPOB JO/DKHBI COOTBETCTBOBATh Y ®-
creKTpam CTaH/IapTHBIX pacTBOpPOB
16ynpodeHa 1 napaueTamona.

Particle size / Pazmep yacTHIl

100 %

93 %

Particle size less than 2 mm — not less

than 95 %; / YacTui pazMepoM MeHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / 4acTHL pa3MEpOM MeHee

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TpoaykTt cootBeTcTBYET TpeboBanuam HJI 3akarouenue: OJJOGPEHO
Prepared by / Ankit Checked by / Anil Kumar Approved by: Manager/Exccutive / Pavan Kumar
IMoxrorosneHo: IporepeHo: Sharma |
ﬂg Onobpero: MeHenxep /PykoBoaHTE b
- —
Print Date /27.01.2022 Print Date /27.01.2022 Print Date /27.01.2022
Mara: Hara: Hata:
Registered Office: 8-2-337, Road No. 3, Banjarc Hills, Hyderabad - 506034, Telangana, India

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

www.drreddyvs.com




Dr. Reddy's Laboratories Ltd.

Do
’ e Formulation Unit-6
DI". Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A Distt. Solan, H.P.,, 173 205, |NDIA
Tel:+01 081666600100
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solu{g% gg@dg%tgg,s mg
HNpoaykr : HOyxauu® Ikenpece (uGynpoden + napaueramod), n0poIIOK JJisi IPHIOTOBIEHHSI
pacTBopa Ajs npHemMa BHYTpb, 400 mr+325 mr

Batch No. / : V2200058 Batch Quantity / : 17654.000 units /
|Cepust Ne Ob6bem napTun 17654.000 emunuy
Analytical Report No. / : 890001569509 Date of Analysis / : 27.01.2022
Anasurndecknii oruet Ne Jarta ananusa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npou3BoACcTBA T'oxen a0

Analysis performed according ND / Asanu3 nposenen no HJI: JIII-007239-300721

Ne Test / Iloka3zarean | Result/Pesyapratet | Specification / Hopma
7 |Water / Boaa | 5.1% Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 [Related substances /

PoacTBeHHbBIE IIpUMeECH

- ibuprofen / ubynpogen Less than LOQ (0.04%) \Individual unidentified impurity - not more
than 0.15 %. / Eavan4Has

HeUAEeHTU GUIIUPOBAHHAS IPUMECH ~ HE
Less than LOQ bonee 0,15 %.

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

- paracetamol / napayemamoi BDL (digregard area 8100) Impurity K - not more than 0.15%. /
[Ipumecs K - He 6onee 0,15 %.

BDL (digregard area 8100)  |Individual unidentified impurity - not more
than 0.10%. / Eaunn4Has
HeUeHTH(UIHPOBAHHAS IPHMECH - He
oonee 0,10 %.

BDL Total impurities - not more than 0.5%. /
Cymma npumeceit - He 6osee 0,5 %.

9 Uni_foﬁity of (Tos_age units /
OaHOPOTHOCTD A03UPOBAHHUS

- ibuprofen / ubynpodghen 1.7 Acceptance value (AV) should not be more
than 15.0. / ITokazaTens NpueMIeMOCTH
(AV) nomxeH 6bITh He bonee 15,0.

tamol / il Acceptance value (AV) should not be more
" paracelamor / napagemamon than 15.0. / [TokazaTens nmpueMiIeMoCcTu

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanue: [IpogykT cooTBeTcTBYeT TpeboBarusm HJL 3akmouenne: OJIOBPEHO
Prepared by / Ankit Checked by / Anil Kumar Approved by: Mana ger;'Et?autwe / Pavan Kumar
[loarorosiuexo: ITposepeHo: Sharma Ll s

ﬂ? ‘ij Onobpeno: Menemxkep / P¥KoBoanTe b

L~

Print Date /27.01.2022 Print Date /27.01.2022 Print Date /27.01.2022
Hara: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banja:a Hills, Hyierabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTUDUKAT AHAJIM3A

Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solufjggy, 408dng tcthS mg
IIpoaykr : Hoykanu® Ikcnpece (uGynpoden + napauneramMmod), HOPOILOK sl IPHTOTOBJICHHUS

pacTBOpa JUisl IpreMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2200058 Batch Quantity / : 17654.000 units /
Cepust Ne Od6bem napTun 17654.000 enunuu
Analytical Report No. / : 890001569509 Date of Analysis / : 27.01.2022
AnpanuTayecKrii oTyer Ne Hata ananusa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npou3BOACTBA TI'onen no

Analysis performed according ND / Ananus nposeaen no HJ: JIII-007239-300721

| Ne | Test / ITokazaTenn - Result / PesyabTarsl
| 10 | Microbial limits /
: Mukpobuosoruyeckas IMCTOTA NIL CFU/g
NIL CFU/g
Absent

Specification / Hopma

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

O6111ee yncno a3pobHbIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/T.

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

OO6l1ee YKMCIO APOAOKEBBIX U TJIECHEBBIX
rpubos - He 6onee 100 KOE/r.

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

| 11 | Assay /  KoauuecrBenHoe |

| ompeaeneHue
- ibuprofen / ubynpogen 396.8 mg (99.2%) 360.0 mg to 440.0 mg of C;3HisO2
| : 396.8 mr (99.2%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 1o 440,0 mr
[C13H1502 (ubynpoden) (ot 90,0 % no
1110,0 % OT HOMHHANBHOTO CONEPkKaHKs) B
i OJTHOM TaKETHKE.
- paracetamol / napayemamon 324.8 mg (99.9%) 292.5 mg to 357.5 mg of CgHoNO:
J 324.8 mr (99.9%) (paracetamol) (90.0 % to 110.0 % of label
| claim) per sachet. / O1 292,5 mr 5o 357,5 Mr
' CsHoNO, (mapaueramon) (ot 90,0 % mo
I 110,0 % OT HOMHHAJIBHOTO COJEPKAHMUA) B
‘ OIIHOM TAaKETHKE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanUAM HJI 3axmouenune: QJOBPEHO _
Prepared by / Ankit Checked by / Anil Kumar Approved by: Manager/Exect '-f:r’_e//ngan Kumar
IloarorosneHo: IIposepeHo: Sharma < T;
@ \"_1 Onobpeno: Menemkep / Pykosogntenb
Print Date /27.01.2022 Print Date /27.01.2022 Print Date /27.01.2022
Hara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydzrabad - 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,

CEPTUDPUKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA
Tel - +91 68166 56001-02 =

Product Ibuclin Express (IbuprofentParacetamol), powder for oral solutigu, 4904mg FoddS mg
M[Ipoaykr Ho6ykaun® Dxcnpece (uGynpoden + napaneramoJ), NOpoIIOK /sl IPHTOTOBJICHHS1
pacTBoOpa AJA MpHeMa BHYTpb, 400 mr+325 mr N

Batch No. / : V2200058 Batch Quantity / : 17654.000 units /

Cepus Ne Oo0bem napTHu 17654.000 equHniy

Analytical Report No. / : 890001569509 Date of Analysis / : 27.01.2022

AHaJUTHYECKHIT oT4eT No JlaTa aHaiu3a

Date of Manufacture / : Jan. 2022 Date of Expiry/ : Dec. 2023

JaTa mpou3BOACTBA Togen o

Analysis performed according ND / Anaaus nposenen no HJI: J111-007239-300721

I_.N'g | Test / Iloka3zaresb Result / PesynbTaTel Specification / Hopma ]

| 12 |Package / YnakoBka 5 ginasachet 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. / Tlo 5 r B
nakeTHKe u3
KOMOHHUPOBAHHOTO

Marepuaina (JaMHHHpPOBaHHast
6ymara/T[I2HI1/anroMuneBas

donera/I[IDHIT). Ilo 9
NaKeTUKOB BMECTE ¢
WHCTPYKLHEH o
NPUMEHEHUIO B nayky
KapTOHHYIO.

information leaflet in carton pack./Ilo5r B
NaKeTHKe u3 KOMOHUHUPOBAHHOTO
MaTepuana (maMuHUpOBaHHAS
6ymara/[IDHI/amoMuHEneBas
tdonpra/[ISHII). Ilo 6 unn 9 nakeTHKOB
BMECTE C MHCTPYKIHEH MO NMPUMEHEHHUIO B
Hayky KapTOHHYIO.

13
|

Labeling / Mapkuposka

According to ND. / B cootserctBuu ¢ HJI.

14 |Storage conditions /
XpaHeHHe

Store below 25 °C. / Ilpu Temnepatype He Bbiuie 25 °C.

15 | Shelf life / Cpox rogHoctu

2 years. / 2 ropa.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoxykT coorBeTcTBYeT Tpebosannsm HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Ankit

HonromBneﬂoﬂ

Checked by / Anil Kumar
[TpoBepeHo

A

Approved by: Manager/Execuftive / Pav. mar
Sharma < -'E}“ =

Onobpeno: Menemxkep / PykoBoauTENb

Print Date /27.01.2022
Jara:

Print Date /27.01.2022
JaTa:

Print Date /27.01.2022
Hara:

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.cem



