Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Xho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHUKAT AHAJTHM3A

Tel : +91 98166 56001-02

Product
Hpoaykr

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sOltion F00 g ™ 325 mg
H6yknun® Dxenpece (nGynpoder + napaneTamost), NOPOLIOK /sl NPUTOTOBJICHHUS
pACTBOpA /IIs1 MIpHeMa BHYTPb, 400 Mr+325 mr

Batch No. /
Cepust Ne

: V2200057

Batch Quantity /
O6beM napTHH

. 17640.000 units /
17640.000 eamnuL

Analytical Report No. /
AHaanTudecknii oTuer Ne

: 890001568744

Date of Analysis /
Jara ananuza

: 27.01.2022

Date of Manufacture /
Jata npou3BoACTBA

s Jan. 2022

Date of Expiry/
T'open 10

: Dec. 2023

Analysis performed according ND / Anasnns nposeaen mo HJL: JIT1-007239-300721

Ne |

Test / Iloka3zaTenb

Result / Pe3yabTaThl

Specification / Hopma

1 |Description / Onucanue

[ White

powder, with
characteristic odour. /
Topomok 6enoro uBera ¢
XapaKTePHBIM 3aMaXOM.

XapaKTCPHBIM 3allaxOoM.

White to off-white powder, with a
characteristic odor. / Ilopouiok ot 6enoro
0 Mo4yTH Oeoro 1BeTa, ¢ XapaKTepHbIM
3araxoM.

2 |Reconstituted solution / Complies Colourless solution with a characteristic
BoccTaHOBJIEHHBIH pacTBoOp odor shall be observed, may have small
amount of suspended particles. /
- appearance / Onucanue BeciBeTHBII pacTBOp € XapaKTEpHBIM
' 3alaxoM, C BO3MOXHBIM COJEPXKAHHUEM
HeOONBIIOT0  KOJNMYECTBA  B3BEIIEHHBIX

L YACTHIL.

Ne Test / [TokazaTesb Result / PesyabTaThl Specification / Hopma T
- Color of the solution / Complies / Color intensity of the solution does not
UBEMHOCMb CooTBETCTBYET exceed color intensity of reference standard

By. / PactBOp J0omKeH OBITh OKpallleH He
_6osee HHTEHCHBHO, YEM 3TAJIOH Bo.

3 |Dissolution time / Iminute 40 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpems pacTBopeHHsI

4 |pH of solution / pH pacTBopa 6.8 5.8t07.8./0t15,8 107,8.

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykt cooretcTByeT TpeboBanusiv HI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Ankit
IToxaroroBnieHo:

Checked by / Himesh Kumar
ITpoepeHo:

Sharma :
Opo6peno: Menemxep7 PykopoanTelib

Approved by: Mana gerw Pavan Kumar

Print Date /27.01.2022
JlaTa:

Hara:

Print Date /27.01.2022

Jlara:

Print Date /27.01.2022

Fegisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tu:langana, India
Tel: +91 40 4900 2900, Fex: +91 40 45600 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHDHUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solttion, 400 g+ 325 mg
IponykTt No6ykaun® Dxenpece (uGynpodeH + napaueramMmolt), NOPOUIOK sl IPUTOTOBICHUS

_ pacTBopa juisl 1puemMa BHYTPb, 400 mr+325 mr
Batch No. / : V2200057 Batch Quantity / : 17640.000 units /
Cepua Ne O0peM napTHn 17640.000 enmnnuiy
Analytical Report No. / : 890001568744 Date of Analysis / : 27.01.2022
AnanuTH4yecKuii oryet No JlaTa aHa/u3a
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npon3BoacTRA Tojen no

Analysis performed according ND / Anasns nposenen no H/L: JIT1-007239-300721

- Ne | Test / Ilokasatesb

Result / PesyabraTh!

Specification / Hopma

5 [Identification / IlonuuHOCTD

4) by HPLC / BIXX

— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

B) by HPLC-UV / BOKX-Y®
— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

Complies /
CooTBETCTBYET

Complies /
CooT1BeTcTBYET

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). / BpeMst ynepxuBaHHsi OCHOBHBIX
[IMKOB HAa XPOMAaTOrpaMMax HCIIBITYEMbIX
pacTBOPOB  AO/KHBI  COOTBETCTBOBATH
BpeMeHaM YAEPKABAHHUS
COOTBETCTBYIOLMX OCHOBHBIX IHKOB Ha
XpoMaTtorpaMMax pacTBOpa CTaHOapTHBIX
obpasuos  (pasgen  «Konu4yecTBeHHOE
ONpeneneHnes).

| When carrying out the "Assay" test, the

UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposefennn  TecTa  «Konm4ecTBeHHOE
onpezeneHue» YO-COEKTphl MCIBITYEMBIX
PacTBOPOB JOJDKHBL COOTBETCTBOBAThH Y ®-
CIIeKTpaM CTaHAAPTHBIX PacTBOPOB
nbynpodeHa u napaneTamona.

Particle size / Pazmep 4acTHI

100 %

90 %

Particle size less than 2 mm — not less

than 95 %; / YacTul pasMepoM MeHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm —not less
than 60 %. / yacTUL pasMepoM MeHee

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/

ITpumeuanue: [Ipoxykt cootBetcTByeT Tpebopanmsm HJ

Conclusion : APPROVED /
Zakaouenue: OJIOBPEHO

Prepared by / Ankit

ITonroToBNIEHO: /i
(A

Checked by / Himesh Kumar

HPOBCg/’;

Approved by: M
Sharma

({"Vu
Opobpeno: Menegkep / Pyxosoauresns

anagef/Executive / Pavan Kumar

Print Date /27.01.2022 Print Date /27.01.2022 Print Date /27.01.2022
Hara: Hara: Jlara:
(oristered Office: 8-2-337, oad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2993, 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. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOHKAT AHAJIM3A

Tel : +91 98166 56001-02

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solition. 300'mgF 325 mg

Product
IponykTt U6ykaun® Dxenpece (ubynpoden + napaneramo), NOPOLWIOK /sl MPHFOTOBJIEHHS
i pacTBOPA /LIS NpHemMa BHYTPL, 400 Mr+325 mr
Batch No. / : V2200057 Batch Quantity / : 17640.000 units /
Cepus Ne O0bem napTHi 17640.000 enpnny
Analytical Report No. / : 890001568744 Date of Analysis / : 27.01.2022
AHanuTHYyecKuii oTdeT No Jarta anaansa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npon3BoJcTRA Topen go
Analysis performed according ND / Anaaus nposejex no HJL: JIII-007239-300721
Ne | Test / [lokazaTeyab Result / Pe3ybTaTn! _ Specification / Hopma :
7 |(Water / Bona 4.9 % Not more than 8.0 % w/w. /He Gonee 8,0 %.
8 [Related substances /
PogcTBeHHBIE HPAMECH
- ibuprofen / ubynpogen Less than LOQ (0.04%) Individual unidentified impurity - not more
than 0.15 %. / Enunnyvnas
HenAeHTH QULAPOBaHHAS MPUMECDH - He
Less than LOQ oonee 0,15 %.
Total impurities - not more than 0.5%. /
Cymma nipumeceii - He 6onee 0,5 %.
- paracetamol / napayemamon BDL (digregard area 8046)  |Impurity K - not more than 0.15%. /
[pumeck K - He 6onee 0,15 %.
Not Detected Individual unidentified impurity - not more
than 0.10%. / Enunnunas
HenzeHTH i POBaHHAS TPUMECD - HE
Gonee 0,10 %.
BDL Total impurities - not more than 0.5%. /
Cymma npumeceii - e 6onee 0,5 %.
9 |Uniformity of dosage units /
OaHOpOAHOCTH JO3HPOBAHHS
- ibuprofen / ubynpogen 2.0 Acceptance value (AV) should not be more
than 15.0. / TlokazaTens NPHEMIIEMOCTH
(AV) nomxen 61Tk He bonee 15,0.
Tt T 20 Acceptance value (AV) should not be more
p Pau than 15.0. / IToxazaTens IpUEMIIEMOCTH
| (AV) nomken ObiTh He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoxykr cooreTcTByeT TpeboBanuam HII

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Ankit

IToarororieHo: @

Checked by / Himesh Kumar

HpOBepeIi;k’/,/P

Sharma

Opobpeno: Menexep / PykosoanTeib

Approved by: Managef/Executive / Pavan Kumar

Print Date /27.01.2022
Jlara:

Print Date /27.01.2022
Hara:

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 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCOO
wiww.drreddys.com
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJII3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400'mg ™+ 325 mg

IlpoayxTr H6ykmun® Dxcnpece (uGynpoden + napaneramout), NOPOIOK st IPUTOTOBJICHHS
pacTBOpa AJIsi IpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2200057 Batch Quantity / : 17640.000 units /

Cepus Ne O6beM NapTHH 17640.000 exnuuy

Analytical Report No. / : 890001568744 Date of Analysis / : 27.01.2022

AHanuTH4ecKkuii oTuet No JlaTa anannza

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

JlaTa npou3BoJcTBa I'osen po

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

Ne | Test / ITokazaTeJn Result / Pe3yabTaThbl Specification / Hopma
10 | Microbial limits / |
MuKpoOHOIOTHYECKASl YHCTOTA NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
Ob1ee Ynciio adpoOHbIX MUKPOOPraHHW3MOB
- ne Gonee 1000 KOE/T.
b) Total combined yeasts and mould - not
T (CETE more than 100 CFU/g. /
(O0wee 4MCIO JIPOAOKEBBIX M IUIECHEBBIX
rpuos - He 6onee 100 KOE/T.
Absent lc) Escherichia coli - shall be absent per 1 g/
b Escherichia coli - orcyrcTBHe B 1 T.
11 | Assay / KonauuecTBeHHOE
omnpeeieHne
- ibuprofen / ubynpogen 401.2 mg (100.3%) 360.0 mg to 440.0 mg of Ci;3HisO2

- paracetamol / napauemamon

401.2 mr (100.3%)

326.0 mg (100.3%)
326.0 mr (100.3%)

(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / OT 360,0 mr 10 440,0 Mr
Ci3His02 (ubynpoden) (or 90,0 % 1o
110,0 % OT HOMHHAJBLHOTO COAEPIKAHYS) B
OJITHOM TIAKETHKE.

2925 mg to 357.5 mg of CsHyNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 Mr
CsHyNO, (mapanetramon) (or 90,0 % mo
110,0 % OT HOMHHAJIBHOTO COAEPIKAHKs) B
OJHOM TIaKETHKE.

Remarks : The Product confirms to ND/
Npumeuanue: [Ipoayxt coorsercreyer Tpedosannsam HJI

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO

Prepared by / Ankit Checked by / Himesh Kumar

IToagrorosieHo: Hposzz{:;s/;
yzs -

Approved by: Manageg?ExecE_gve / Pavan Kumar
Sharma Gz
Onobpeno: Menemkep / Pykosoantelb

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

Print Date /27.01.2022
Hara:

Regisiered Offlce: 2-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJTH3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution 400 mg + 325 mg |
Ipoaykr U6yknun® Dxcnpece (uGynpoden + napaueramot), MOPOMIOK s NPHIOTOBICHHUS

pacTBOPA /i NpHeMa BHYTpPb, 400 Mr+325 mr N
Batch No. / 1 V2200057 Batch Quantity / : 17640.000 vnits /
Cepusa Ne O06bemM napTHH 17640.000 emuuuy
Analytical Report No. / : 890001568744 Date of Analysis / : 27.01.2022
AHanuTH4ecKuii oTueT No Jara anaanusa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
 JlaTa npoH3BOJACTBA Iogen 1o
Analysis performed according ND / Ananu3 nposenen no HJL: JIII-007239-300721

Ne | Test / Iloka3zaren

Result / PesysabTaThl

Specification / Ho__pﬂ

12 Package / YnakoBka

5 gina sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
TIaKeTHKe u3
KOMOMHHPOBAHHOIO
MaTepuana (JaMUHUpOBaHHAs
oymara/T[IOHI/anmomuHueBas

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./Ilo 5B
MaKeTHUKE u3 KOMOMHMPOBAHHOTO
Matepuana (naMuHMpOBaHHAS

6ymara/[1OHIT/amomuHneBast
¢onbra/TI3HIT). ITo 6 unu 9 nakeTHkoB
BMECTE C MHCTPYKIHEH MO NPUMEHEHHUIO B
NaYKy KApTOHHYIO.

XpaHeHHne

donpra/IIDHII). ITo 9
TIaKETHKOB BMECTE c
HHCTpYKLMEH o '
NPUMEHEHHIO B nayKy
KapTOHHYIO.
13 |Labeling / MapkupoBKa According to ND. / B coorserctuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / Ilpu Temmepatype He Bbuwe 25 °C.

Shelf life / Cpok rognocTu

2 years. / 2 roja.

Remarks : The Product confirms to ND/
Tpumeuanue: IIpoaykT coorsercTsyet Tpebopanusm HT

Conclusion : APPROVED /
Zaksaouenue: OJOBPEHO

Prepared by / Ankit

IToxroroBneHo: ~
(8

Checked by / Himesh Kumar
[IposepeHo:

T P

Approved by: Manages/Executive / Pavan Kumar
Sharma

="
Opnobpeno: Menemxep/ Pyxosoaureib

Print Date /27.01.2022
JlaTa:

Print Date /27.01.2022
Hara:

Print Date /27.01.2022
JHara:

Registerad Offica: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4600 2999, Email: mail@drreddys.coni
CIN: L85195AP1984PLC0O04507

www.drreddys.com



