Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIA3A

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Product
IMpoaykT

pacTBOpa ISl IpHeMa BHYTPb, 400 Mr+325 mr

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soluMiW, WOOdEHSE 0325 mg
H6ykanu® Jkenpece (ubynpodeH + napaneramod), OPOIIOK AJIsl IPHIOTOBJIEHHsT

Batch No. /
Cepusa Ne

: V2200059

Batch Quantity /
O0beM nNapTHH

: 25451.000 units /
25451.000 e guuvy

Analytical Report No. /
AHaluTHYECKHIT oTueT Ne

: 890001569530

Date of Analysis /
JlaTa aHann3a

: 27.01.2022

Date of Manufacture /
JlaTa npon3BoacTBa

: Jan. 2022

Date of Expiry /
I'ogen no

: Dec. 2023

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

Test / [Toka3aTesb
Description / Oncanue

Ne
1

| White

Result / Pe3yabTaThbl

Specification / Hopma

powder, with
characteristic odour. /
ITopowiok Genoro usera c
XapaKTepHBIM 3aMaXoM.

XapaKTEPHBIM 3allaXOM.

White to off-white powder, with a
characteristic odor. / Ilopotok ot 6enoro
J0 TouTH Genoro 1BeTa, ¢ XapaKTepPHbIM
3aMaxoM. :

2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccTanoB/ieHHbIH pacTBOp odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue BecueTHbIlf PacTBOp C XapaKTEpHBIM
3aMaxoM, C BO3MOXHBIM CO/SPKAHHEM
HeOOJBIIOrO KOJMYECTBA  B3BEIIEHHBIX

I qacTui.

- Ne Test / Iloka3zaTens Result/ PesynbTaThl | Specification / Hopma ]
- Color of the solution / Complies / Color intensity of the solution does not
ueemHocmy CoOOTBETCTBYET exceed color intensity of reference standard

| By. / PactBOp no/keH GbITh OKpallleH He
- | bonee HHTEHCHBHO, 4eM STaNoH Bo.
3 |Dissolution time / Iminute 35 seconds [ Not more than 5 min. / He 6onee 5 MuH.
Bpemsi pacTBopeHus ' B
4 |pH of solution / pH pacrBopa 6.7 5.8t07.8./0t15,8 no 7,8.

Remarks : The Product confirms to ND/

Ipumeuanne: [IpofyxT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Ramakant
ﬂoummm(g: HO:

Checked by / Himesh Kumar

Hposepe:;}l’"_g)

Approved by: Manager/Execiitive / Pavan Kumar
Sharma i —
Onobpeno: Menemxep / PykoBoauTens

<

Print Date /14.02.2022

JlaTa: Jlara:

Print Date /14.02.2022

JlaTa:

Print Date /14.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJTU3A Tel : +91 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solutisy,408dehs.¢0825 mg
IIpoaykT H6yxkaun® Dxenpece (ubynpoden + napauneramos), NOPOMIOK /AJIst IPHIOTOBIEHHS
pacTBOpa JAJs IpMeMa BRYTpb, 400 mr+325 mr
Batch No. / : ' V2200059 Batch Quantity / : 25451.000 units /
Cepus Ne O6BbeM napTHH 25451.000 equann
Analytical Report No. / : 890001569530 Date of Analysis / : 27.01.2022
Anagurnyeckuii oruet Ne JlaTa ananmnza
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
Jdara mpou3BoiacTsa I'onen no
Analysis performed according ND / Ananus nposeaen no HJI: JIII-007239-300721
- Ne Test / Iloka3arennb Result / Pe3yabTaThl Speciﬁcafion / Hopma
5 lldentification / [lonIAHBOCTD The retention times of the main peaks in the
chromatograms of test solutions should
) R R correspond to those in the chromatograms of
— Ibuprofen / ubynpogen Complies / reference  standards solution (Assay
CooTBETCTBYET section). / BpeMs yaep)XHBaHHs OCHOBHBIX |
| — Paracetamol / napauemamon TUKOB HA XPOMATOTPaMMax MCIBITYEMBIX
| | pacTBOPOB  JOMKHBI  COOTBETCTBOBATH
‘ BpEMEHAM yAep>XHUBaHUSA
| COOTBETCTBYIOLIMX OCHOBHBIX IHKOB Ha
| XpoMaTorpaMMax pacTBOpa CTaHJIapTHBIX
obpasuop  (pazgen  «KonmudecTBeHHOe
|ompeneneHue»). _
B) by HPLC-UV / BOXXX-Y® When carrying out the "Assay" test, the
UV spectra of the test solutions should
~ Ibuprofen / ubynpodpen Complies / correspond to those of ibuprofen and
— Paracetamol / napauemamon CooTBETCTBYET paracetamol standard solutions. / Ilpu
npoBegeHud  Tecta  «KonmdecTBeHHOE
onpeaeneHue» YD-CIEKTPbl HCIBITYEMBIX
, l pPacTBOPOB AOMKHBI COOTBETCTBOBATH Y D-
[ | creKTpam CTaHIAPTHBIX PacTBOpOB |
[ ubynpodeHa u napalueTamoa.
6 |Particle size / Pazmep uacTnu 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuil pa3aMepoM MeHee 2 MM
— He MeHee 95 %;
90 % Particle size less than 0.25 mm —not less
than 60 %. / yacTul pa3mMepoM MeHee
0,25 MM — He MeHee 60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanue: [Tponyxr coorBercTBYyeT TpebopaHuam H]L 3akarwuenne: OJOBPEHO
Prepared by / Ramakant Checked by / Himesh Kumar Approved by: Manager/Ex¢tutive / Pavan Kumar
TToArOTOBAEHO: d, IIposepeno: — Sharma e
%\L/ C_-_-;_l,/—% Onobpeno: MeHemkep
Print Date /14.02.2022 Print Date /14.02.2022 Print Date /14.02.2022
JHara: JlaTa: Jara:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘

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

CERTIFICATE OF ANALYSIS g4t solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : Ibuelin Express (Ibuprofen+Paracetamol), powder for oral solutivi, JOAGNE+B25 mg
IMpoaykr : Hoykmun® Ixcnpece (ubynpogen +napaneramos), IOPOLIOK AJ18 OPHIOTOBJICHHS
pacTBOpA JJIA MpueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2200059 Batch Quantity / : 25451.000 units /
Cepusi Ne Oo6beM napTun 25451.000 e quunn
Analytical Report No. / : 890001569530 Date of Analysis / : 27.01.2022
AHajguTHYECKHIT oTueT No Jlara anajanza
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npousBoacTBA I'ogen no
Analysis performed according ND / Auasiu3s nposegen no HJI: JII1-007239-300721
~ Ne Test / TlokasaTennb [ Result/ PesyabTaThl Specification / Hopma ]

7 |Water / T3—011a

8 |Related substances /
PoacTBeHHBIE IPUMECH

- ibuprofen / ubynpogen

- paracetamol / napauemamon [

[ 51%

Not more than 8.0 % w/w. / He Goxee 8,0 %. |

Less than LOQ (0.04%)

Less than LOQ

BDL (digregard area 8100)

|  BDL (digregard area 8100)

Individual unidentified impurity - not more
than 0.15 %. / EniHn4Has
HeUJEeHTHULUHPOBAHHAs TPUMECD - He
6oee 0,15 %.

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

Impurity K - not more than 0.15%. /
[Mpumecs K - He 6onee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / ExqunuyHas
HeHeHTU(GUIIMPOBaHHAs IPHMECE - HE
oonee 0,10 %.

Total impurities - not more than 0.5%. /
CyMMa npuMeceii - He 6o1ee 0,5 %.

- paracetamol / napauemamon

BDL
9 Uniformity of dosage units /
[
OnHOPOAHOCTH AO3HPOBAHUS [
- ibuprofen / ubynpoden | 2.3
l
.’
| 1.5
|
|

Acceptance value (AV) should not be more |
than 15.0. / TloxazaTens npuemMiIeMoCTH
(AV) nomxen 6b1Tb He 6onee 15,0.

Acceptance value (AV) should not be more
than 15.0. / TTokazaTtenbs NpHEMJIIEMOCTU

(AV) nomken ObITh He Oosee 15,0.

Remarks : The Product confirms to ND/
Ipameuanue: [1poaykT cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Ramakant Checked by / Himesh Kumar Approved by: Manager/ Exggiiu'lgfj_a_\;ﬂn Kumar

IToarorosneno: IIposepeHo: - Sharma ‘[///'///"
W cza—\l/——; Onob6peno: Menemxep / Pﬁoson;-:reﬂb

Print Date /14.02.2022 Print Date /14.02.2022 Print Date /14.02.2022

Jlara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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':'.

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHANTWU3A

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

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solutisyr, 408 €825 mg
Opoaykr : Woykmun® Ixenpece (MOynpodeH + napaneramolr), NOPoOLIOK /I/Isl IPHTOTOBJIEHUs!
pacTBopa JJisi MpUeMa BHYTpb, 400 mr+325 mr

Batch No. / : V2200059 Batch Quantity / : 25451.000 units /
Cepusi No O6bem napTuu 25451.000 e qunuIg
Analytical Report No. / : 890001569530 Date of Analysis / : 27.01.2022
AHaJUTHYECKHIT oT4yeT No JlaTa anaausa

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

JlaTa npou3BOACTBA T'open no

Analysis performed according ND / Anaan3 mposegen no HJI: JIII-007239-300721

No Test / Iloka3zartenn Result / PesynbTatel | S@ificaﬁon / Hopma
10 | Microbial limits /
Mukpobuonoruieckas 4ucTOTA NIL CFU/g a) Total aerobic microbial count - not more

NIL CFU/g

Absent

than 1000 CFU/g. /

O011ee YUCIO a3pOOHBIX MUKPOOPraHH3MOB
- He 6onee 1000 KOE/T.

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

OO61iee YMCA0 OPOXOKEBBIX U IMIECHEBBIX
rpubos - He 6onee 100 KOE/T.

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

11 | Assay / KosuuecTrBeHHOE
omnpejaeneHHe
- ibuprofen / ubynpogen

- paracetamol / napayemamon

394.4 mg (98.6%)
394.4 mr (98.6%)

323.3 mg (99.5%)
323.3 mr (99.5%)

360.0 mg to 440.0 mg of CiHiO:
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
Ci3HisO2 (ubympoden) (ot 90,0 % 1o
110,0 % OT HOMHHAJIBHOTO COJEPXKAHHUSA) B
OJTHOM TaKETHKE.

2925 mg to 357.5 mg of CsHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 Mr
CsHgNO: (mapaueramon) (ot 90,0 % no|
110,0 % OoT HOMHHAIIBHOrO CO/IEPXAaHHUs) B
OJIHOM TTaKeTHKE.

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

ITpumeuanne: [Tpogykr coorBeTcTBYET Tpebopanusm HJI 3axarouenue: OJJOBPEHO

Prepared by / Ramakant Checked by / Himesh Kumar Approved by: Managcr;’E?é,eétit_iﬂ\_@_/__If___g_\;an Kumar

[ToArOTOBIEHO: ) L& IpoBepeHo: Sharma y ==
%u;_l\./ ] DQ,/’_: Onobpeno: Menemxep / Pykosoaureb

Print Date /14.02.2022 Print Date /14.02.2022 Print Date /14.02.2022

JlaTa: JHara: 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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €5¢

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTUDUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soldtidi; #6696 325 mg
Ipoayxr : M6ykmus® Dxcnpece (nGynpoden + napaneramoi), NOPOINOK /sl IPHTOTOBJIEHHS
pacTBOpa AJis NpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2200059 Batch Quantity / : 25451.000 units /
Cepusi No O6bem naprTuu 25451.000 e quHmIy
Analytical Report No. / : 890001569530 Date of Analysis / : 27.01.2022
AHaluTHYecKHiT oTueT Ne JlaTa aHaiauM3a
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
Jlata npou3BoacTBa TopneH g0

Analysis performed according ND / AnaJsin3 nposeaen mo HJI: JIIT-007239-300721

No

Test / IlokazaTenan

Result / T’ESyﬂbTaTbl

Specification / Hopmzi

12

Package / YnakoBka

5 gin a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
MaKEeTHKE u3
KOMOMHHPOBAHHOTO
MmaTepuana (JJaMHHUPOBaHHAs
6ymara/[I5HI1/antoMuHKEBas

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./ITo5rB
HaKeTHKE u3 KOMOHHHPOBAHHOTO
Matepuana (namMuHUpOBaHHAA

6ymara/IIOHIl/antomMmuHueBas
donera/[ISHI). Ilo 6 umn 9 naxkeTukoB
BMECTE ¢ HHCTPYKIMEH MO MPUMEHEHUIO B
NayKy KapTOHHYIO.

¢onera/TIDHIT). ITo 6
NaKeTHKOB BMECTE c
HHCTpYKLUEH no
HOPUMEHEHHIO B nauky
| KapTOHHYIO. | -
13 |Labeling / MapkupoBKka According to ND. / B cootsercTBum ¢ HZ.
14 |Storage conditions / | Store below 25 °C. / Ilpu Temneparype He Bbiwe 25 °C.
XpaHeHune
Shelf life / Cpok roaHocTu 2 years. / 2 roza.

15

Remarks : The Product confirms to ND/

ITpumeuanne: Ilponykt coorseTcTByeT Tpeboanusm HJI

3akio

Conclusion : APPROVED /

yenne: OJJOBPEHO

Prepared by / Ramakant
[ToaroroeneHo;

Bl

Checked by / Himesh Kumar

Hposepgl/;)

-~

Approved by: Manager/Executive / Pavan Kumar
Sharma e
OpobpeHo: Menemxkep / Pyrcf%:;u’l;eﬂb

e

Print Date /14.02.2022

Jlara:

JaTa:

Print Date /14.02.2022

Print D
Hara:

ate /14.02.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




