Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJTHU3A

Tel : +91 98166 56001-02

XapaKTEPHBIM 3al1aX0OM.

XapaKTEePHBIM 3a1aX0M.

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, W%ﬁopBZS mg ]
IIpoaykTt Ho6yxann® Ixcnpece (ubynpoden + napaueramodr), NOpoOLIOK A8 NPUTOTOBICHUS
pacTBOpa Ajs NpHeMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2102006 Batch Quantity / : 17605.000 units /

Cepus Ne Ob0npem napTuu SAHHML

Analytical Report No. / : 890001557872 Date of Analysis / : 10.12.2021

AHanuTHueckHii oTdyer Ne Jara ananusa

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

JlaTa nmpou3BoAcTBa T'ogen no

Analysis performed according ND / Anaau3 nposeaen no HJI: JITI-007239-300721

- Ne Test / Iloka3zaTennb ‘Result / Pe3yabTaTbi Specification / Hopma _

1 |Description / Onucanue White powder, with| White to off-white powder, with a

characteristic odor. /| characteristic odor. / Ilopoiiok or Genoro
IMopouiok 6Genoro 1Bera c| A0 MOYTH OENOro 1UBeTa, C XapaKTEPHBIM

3araxoM.

2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccTaHoB/IeHHBIH pacTBOp .odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue BecliBeTHBIA pacTBOp ¢ XapakTEPHLIM
3aMaxoM, C BO3MOXHBIM COJEpXKaHHUEM
HEOONBIIOTO  KOJNMHYECTBA  B3BELICHHBIX
YacTHLL.
No Test / IlokasaTesib Result / Pe3yabTaThl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
UBEHIHOCHb CooTBeTCTBYET exceed color intensity of reference standard
By. / PactBOp nomxeH OBITh OKpallleH He
fosiee UHTEHCHUBHO, YeM 3TalOH Bo.
3 |Dissolution time / 50 seconds Not more than 5 min. / He 6onee 5 MuH.
BpeMms pacTBopeHHst
4 | pH of solution / pH pacrBopa 6.7 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipogykr coorBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Santosh Kumar
HOHFOTOBHCHO'.J;Jgﬂm Us

Checked by / Anil Kumar
IIpoBepeHo:

o

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: Menemxkep / Pykoogurens

-

Print Date /20.12.2021
Jlata:

Print Date 20.12.2021
Jara:

JHara:

Print Date /20.12.2021

Repisternd Offica: 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: L85195AP1984PLLCO04507
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

CEPTUDUKAT AHAJIN3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral S&Wﬁ’o‘i{fﬁ%\/ﬁfg’!ﬂ 325 mg

poaykr Uo6ykaun® Dxenpece (uGynpoden + napaueramot), NOPOUIOK IS IPUTOTOB/IEHAS
pacTBOpA AJIsl MpUeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2102006 Batch Quantity / : 17605.000 units /

Cepus Ne Obdbem napTuu EAMHULL

Analytical Report No. / : 890001557872 Date of Analysis / : 10.12.2021

AnanuTH4yeckuii oryer Ne Harta ananmnza

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

Jlata npon3BojicTBa T'onen o

Analysis performed according ND / Ananu3 nposeaes mo HJ/I: JIII-007239-300721

Specification / Hopma

| Ne __ Test / ITokasaTennb i ﬁesul_t / Pe3yabTaThbl
5 [Identification / IlogTHHHOCTD
A) by HPLC / B22KX
— Ibuprofen / ubynpogen Complies /
COOTBETCTBYET
— Paracetamol / napayemamon
B) by HPLC-UV / BOKX-Y®
— Ibuprofen / ubynpoghen Complies /
— Paracetamol / napauemamon | CootsercTByer
|
6 |Particle size / Pazmep yacTtuiy 100 %
100 %

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). / BpeMs yaepxuUBaHUS OCHOBHBIX
NIMKOB Ha XpOMAaTOrpamMax HCIBITYEMBIX
pacTBOpOB  JOMXKHBI ~ COOTBETCTBOBATH
BpeMeHaM YAEPKUBaHUSI
COOTBETCTBYIOIMX OCHOBHBIX IIHKOB Ha
XpomarorpamMmax pacTBOpa CTaHAapTHBIX
|o6pa3u013 (paspmen  «KonudectBeHHOe
| OINpEAETICHUEY).

‘When carrying out the "Assay" test, the
[UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBeneHun  Tecra  «KonmuyecTBeHHOE
onpeaeneHue» Y®D-CIeKTpbl HCIBITYEMbIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBATH Y O-
CIIEKTpaM CTaHJapTHBIX pacTBOpoOB
ubymnpodeHa 1 napaueramosa.

Particle size less than 2 mm — not less

than 95 %; / YacTtuu pazmepoM MeHee 2 MM
— He MeHee 95 %,

Particle size less than 0.25 mm — not less
than 60 %. / vacTUL pa3MEPOM MEHEE

0,25 MM — He meHee 60 %.

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cootBeTcTBYeT TpeboBanusam HJ{

Conclusion : APPROVED /
3aknrouenue: OJOBPEHO

Prepared by / Santosh Kumar

IToLrOTOBJIEHO: @Mq

Checked by / Anil Kumar
[IposepeHo: .,

P

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: Menemxkep / PykoBonuress

.

Print Date /20.12.2021
Hara:

Print Date 20.12.2021

Iara:

Jarta:

Print Date /20.12.2021

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 Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sx‘lYYi’i’o‘i{,'%%V%.fg" T325 mg

Product

MpoayxT N6ykaun® Dxcnpece (udynpoden + napaneramo.t), NOPOLIOK AJIsl IPUTOTOBJIEHUS
pacTBopa AJisl npueMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2102006 Batch Quantity / : 17605.000 units /

Cepusi Ne Ob6bem napruu eAMHHULL

Analytical Report No. / : 890001557872 Date of Analysis / : 10.12.2021

AHanuTHYECKHI oTueT Ne JlaTa ananu3za

Date of Manufacture / : Nov. 2021 Date of Expiry / ¢ Oct. 2023

JlaTa npoM3BoOJcTBa I'onen po

Analysis performed according ND / Anaau3 nposeaen no HJ: JIII-007239-300721

Ne | "~ Test / IToka3zarenb

Result / PesyanTaTh!

Specification / I@E\qa

7 |Water/ Boaa

4.9 %

Not more than 8.0 % w/w. / He 6onee 8,0 %. |

8 |Related substances /
PoacTBeHHBIE NPpUMeCH

- ibuprofen / ubynpodhen

- paracetamol / napayemamon

Less than LOQ (0.04 %)

Less than LOQ (0.04 %)

BDL (disregard area 6469)

BDL (disregard area 6469)

BDL

Individual unidentified impurity - not more |
than 0.15 %. / Eaunuyunas
HenaeHTUHULMPOBAHHAS TPUMECH - HE
6onee 0,15 %.

Total impurities - not more than 0.5%. /
CymmMa npumecett - He bonee 0,5 %.

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

Individual unidentified impurity - not more
than 0.10%. / EnuHuuHas
HeuIeHTHhHUIMPOBaHHAs TPUMECH - He
oonee 0,10 %.

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

9 |Uniformity of dosage units /
OxHOpPOIHOCTH A03UPOBaHUS

- ibuprofen / ubynpodhen

- paracetamol / napauemamon

25

1.7

Acceptance value (AV) should not be more
than 15.0. / Tlokasarens NpuemMiIeMOCTH
(AV) nomxeH 6bITh He 60s1ee 15,0.

Acceptance value (AV) should not be more
than 15.0. / Iloka3arens npueMIEeMOCTH

(AV) nomxeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykTt cooTBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3arsouenue: OJJOBPEHO

Prepared by / Santosh Kumar

IToarorosineHo: el

Checked by / Anil Kumar

[Iposepeno: )
Y=

Approved by: Manager/Executive / Pawan Kumar

Onobpeno: Menemkep / PykoBogurens

= =

Print Date /20.12.2021
Jara:

Print Date 20.12.2021
JHara:

Print Date /20.12.2021
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.com



Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

CEPTUOPHKAT AHAJIM3A

Tel : +91 98166 56001-02

Muxpoduosoruieckas Yucrora

- paracetamol / napayemamon

11 | Assay / Ko/m4ecTBeHHOE |
onpeaenenne
- ibuprofen / ubynpogen

NIL CFU/g

NIL CFU/g

Absent

397.2 mg (99.3%)
397.2 mr (99.3%)

324.6 mg (99.9%)
324.6 Mr (99.9%)

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral S(\)’Yl\’lvt\ivo%l;rﬁaayﬁ’lcgom 325 mg
IIpoaykTt Hoykann® Ixenpece (uGynpodeH + napanetamodr), HOPOIIOK AJis IPATOTOBICHHS
pacTBOpa JIst IpHeMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2102006 Batch Quantity / : 17605.000 units /
Cepusn Ne O6bem napTuu €IMHNLL
Analytical Report No. / : 890001557872 Date of Analysis / : 10.12.2021
AnaanTnyeckuii oruyer No JlaTa aHann3a
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
JlaTa npou3BOJACTBA Toaen no
Analysis performed according ND / Auajn3 nposegen no HJI: JIII-007239-300721
Ne Test / Iloka3saTejb Result / PesyabTaTnl | Specification / HORM_a ]
10 | Microbial limits / |

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

O611ee 4ncIio a3poOHBIX MUKPOOPraHi3MoB
- ve 6onee 1000 KOE/T.

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

Oblee YKMCNO APOAOKEBBIX M IJIECHEBBIX
rpubos - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcytcTBUE B 1 T

3600 mg to 440.0 mg of Ci;3HisO2
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
Ci3HisO2 (ubynpoden) (or 90,0 % 1o
110,0 % OT HOMHHAJBHOTO CONEpKaHKA) B
OJTHOM TaKETHKE.

292.5 mg to 357.5 mg of CsHoNO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 1o 357,5 mr
CsHoNO; (mapaneramon) (ot 90,0 % no
110,0 % OT HOMHHANBHOTO COIAEPIKAHUA) B
OJTHOM TIaKETHKE.

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT coorBercTByeT Tpebobanusm HJI

Conclusion : APPROVED /
Zakimouenue: OJJOBPEHO

Prepared by / Santosh Kumar | Checked by / Anil Kumar
[ToaroroBneHo: / . ITposepeHo:
h.‘ te \
J_.jll S (,‘l._ _/)

Approved by: Manager/Executive / Pawan Kumar
Opobpeno: Menemxep / PykoBonurens

i
—

Print Date /20.12.2021
JlaTa:

Jlara:

Print Date 20.12.2021

Print Date /20.12.2021
Jara:

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUOHKAT AHAJI3A

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

foil/LDPE). 9 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
MaKeTHKe u3
KOMOWHUPOBaHHOI O
MaTepuana (JJaMUHHpOBaHHas
oymara/IIOHIl/antoMmiHueBas
donsra/TISHIT). Ilo 9
[IAKETUKOB BMECTE (&
HHCTPYKLUWEH no
IPUMEHEHHIO B naykKy
KapTOHHYIO.

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soTaton i iiiﬂ;m‘ Cg:+ 325 mg
Npoayxr U6ykauu® Dxenpece (ubynpoden + napaneramod), HOPOIIOK AJist IPATOTOBJICHHUS
pacTBOpAa AJIsl IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2102006 Batch Quantity / : 17605.000 units /
Cepus Ne O6bem nmapTunu eNMHMHLL
Analytical Report No. / : 890001557872 Date of Analysis / : 10.12.2021
AnanurHdeckHii oTuer No JlaTa ananu3za
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
JlaTa mpousBoJcTBa T'onen no
Analysis performed according ND / Anaaus nposeaen no HJI: JIII-007239-300721
Ne Test / Ilokasaren Result / PesyabTaThbl B 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

information leaflet in carton pack./[lo St B
NMaKkeTHKe u3 KOMOWHUPOBAHHOTO
Marepuana (TaMHHIpOBaHHAS
6ymara/TIDHI1/anmomuHrEBas
donera/[IGHIT). Ilo 6 umm 9 nakeTukos
BMECTe C MHCTPYKIMel 10 NPUMEHEHHIO B
nayKy KapTOHHYIO.

13 |Labeling / MapkupoBka

According to ND. / B cootserctuu ¢ HJI.

| Storage conditions /
XpaHeHnune

Store below 25 °C. / [Ipu Temnepatype He Bbire 25 °C.

15 |Shelf life / Cpok rogHOCTH

2 years. / 2 roga.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykrt coorBeTcTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3akmouenue: QJOBPEHO

Prepared by / Santosh Kumar

[ToxnrotosseHo: -,’-?ﬁf“ peels

Checked by / Anil Kumar
ITposepeno: 1
~

pa——

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: Menemxep / PykoBoaurens

—t—

Print Date /20.12.2021
Jara:

Print Date 20.12.2021
Jara:

Print Date /20.12.2021
Jara:

Registered Office: 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: L85195AP1984PLC004507

www.drreddys.com



