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

CEPTH®UKAT AHAJIU3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solitt0% TH6Y DR P 325 mg
IIpoaykr Hoykmnn® Ixcnpece (ubynpoden + mapaueramos), n1opomioK s NPHroTOBAEHHS
| pacTBOPA VIS IpHemMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2102289 Batch Quantity / : 142446.000 units /
Cepus Ne O6bem naprun 142446.000 eannuu
Analytical Report No. / : 890001568699 Date of Analysis / : 27.01.2022
Amnaanruueckmii oraeT Ne JlaTa ananausa

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

JlaTa npon3BojcTBa Tojen 1o

Analysis performed according ND / Ananu3s nposeaen no HJL: JIT1-007239-300721

No Test / Ilokazaresn Result / PesysabTaTthl Specification / Hopma ]
1 |Description / Onncanne White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / TTopowiok ot 6eoro

IMopowiok Oenoro 1BeTa ¢
XapaKTEPHbIM 3aI1aXOM.

XapaKTEPHLIM 3al1aXOM.

JO0 MOYTH Oenoro LBETa, C XapaKTCPHbIM
3anaxom.

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 BecuseTHbIli  pacTBOp C  XapaKTEePHBIM
3amaxoM, C BO3MOXHBIM COJEpKAHUEM
, 1 ‘ HeOONBUION0  KOJMUYECTBA  B3BELICHHBIX
| | JacTHLL. - |
N[ Test / Iloka3sareib Result / PesyabTaTel | Specification / Hopma |
- Color of the solution / Complies / |Color intensity of the solution does not
usemHocms CooTBeTCTBYET exceed color intensity of reference standard
Bo. / PacTBOp nO/KEH OBITH OKpalleH He
| B Goee MHTEHCUBHO, YeM 3TajloH Bo.
| 3 |Dissolution time / Iminute 37 seconds Not more than 5 min. / He 6onee 5 Mun.
| Bpems pacTBopeHMst
4 |pH of solution / pH pacTBOpa 6.7 5.8t07.8./0t15,8 107,8.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBetcTByeT Tpebosanuam HJL

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Pawan Kumar

Jara: 07.02.2022

Hara: 07.02.2022

IToaroroBneHo: [posepeHo: Onobpeno: Menemxep / PykoBoaurenb
. f)'\ﬁ._——-—
Print Date / Print Date / Print Date /

Hara: 07.02.2022

Registerad O

ffice: 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 ‘%.'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sol Y10 THHRY N P25 mg

MpoaykT H6ykaun® Ixenpece (nGynpoden + napauneTamoJ), HOPoUIOK AJ1sl NPHroTOBAEHAA
PACTBOPA JUIA HpHeMa BHYTPL, 400 Mr+325 mr

Batch No. / : V2102289 Batch Quantity / : 142446.000 units /

Cepusn No O6BbeM HapTHH 142446.000 efmHHLL

Analytical Report No. / : 890001568699 Date of Analysis / : 27.01.2022

Ananurnyeckuii oTuer Ne JlaTa ananu3a

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

Jata npoH3BOACTBA Mosen no

Analysis performed according ND / AnaJjiu3 nposeaen 1o HJI; JI1-007239-300721

Ne

Test / Iloka3aTeab

Result / Pe3yabTaThl

Specification / Hopma

5

Identification / IToAJIMHHOCTD
A) by HPLC / BO/KX
— Ibuprofen / ubynpoden

— Paracetamol / napayemamoJ

B) by HPLC-UV / BOXX-Y®

\— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

Particle size / Pasmep uactun

Complies /

Complies /

100 %

90 %

CoOTBETCTBYET

CoO0TBETCTBYET

| cnekTpam

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 yfep>KMBaHUs OCHOBHBIX
[NMKOB Ha XpOMaTorpaMMax HCIBITyeMbIX
PacTBOPOB  JIOJKHBI  COOTBETCTBOBATH
BpeMeHaM yIepXKUBaHUS
COOTBETCTBYIOLIUX OCHOBHBIX IHKOB Ha
XpOMATorpaMMax pacTBopa CTaHAApTHBIX
obpasuos  (pasgen  «Konu4ecTBeHHOE
onpenencHue»).

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposefieHun  TecTa  «KOJMYECTBEHHOE
onpenenenne» YD-CNeKTpbl UCHBITYEMbIX
PAacTBOPOB IOJKHBI COOTBETCTBOBATh Y D-
CTaHJapPTHBIX pacTBOpOB
nbynpodeHa n napauetamora.

Particle size less than 2 mm — not less

than 95 %; / YacTui pa3MepoM MeHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / yacTUL| pa3MepOM MEHEe

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt coorsercrayet Tpebosannam HJL

3akJIio

Conclusion : APPROVED /

yenue: OJTOBPEHO

Prepared by / Pardeep Kumar

IToaroroBneHO: ,,

ITporepen

<

Checked by / Himesh Kumar

S .

Approved by: Manager/Executive / Pawan Kumar
Ono6peno: Menemxep / PykoBoaurens

\)
Ao
L

Print Date /
Hara: 07.02.2022

Print Date /
Tara: 07.02.2022

Print D

ate /

Jara: 07.02.2022

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: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 56001-02

Ibuclin Express (IbuprofentParacetamol), powder for oral sulmWifi[{ﬁﬁqﬁ;cQ—rﬁZS mg

Product
IIpoaykTr Hoyxanu® Ixenpece (ubynpoden + mapaneramoi), nopoiox LI NPUroTOBIEHH

pacTBOpa A8 npuema BHYTph, 400 Mr+325 mr |
Batch No. / : V2102289 Batch Quantity / : 142446.000 units /
Cepus Ne O6beM fapTHH 142446.000 eqnHHULL
Analytical Report No. / : 890001568699 Date of Analysis / : 27.01.2022
AHajguTHYecKHil oTyeT Ne JlaTa anajnsa
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jlara npon3sojcraa Fogen go

Analysis performed according ND / Auasns nposejen no HJL: JITI-007239-300721

Ne

Test / [Toka3zaTeanb

Result / Pe3yabTaThl

Specification / Hopma

7 |Water / Boga

51%

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

8 |Related substances /
Pojpcreennbie NpUMecH

- ibuprofen / ubynpogen

BDL (digregard area 12171)

BDL

Individual unidentified impurity - not more
than 0.15 %. / Ennununas

HeuaeHTHPUIIHPOBAaHHAs TPUMECE - HE
oonee 0,15 %.

Total impurities - not more than 0.5%. /
CymmMa npumeceii - He 6oiee 0,5 Y%. |

- paracetamol / napayemamon

Uniformity of dosage units /
OxHOPOAHOCTL A03HPOBAHMS

- ibuprofen / ubynpogen

- paracetamol / napauemamon

BDL (digregard area 8046)

Not Detected

BDL

Impurity K - not more than 0.15%. /
Ipumecs K - He 6onee 0,15 %.
iindividual unidentified impurity - not more |
than 0.10%. / EnuHu4nas
HeHACHTH(PHLHPOBAHHAs IPUMECH - He
oonee 0,10 %.

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

1.5

1.7

Acceptance value (AV) should not be more
than 15.0. / TlokazaTens nprueMIiIeMOCTH
(AV) nomkeH ObITh He Gonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / [TokazaTens NpHEMIIEMOCTH
(AV) nomxken 6bITh He 6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [TponykTt coorsercTByeT Tpebopanuim HIL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Pardeep Kumar

IToarotoBnaeHo: CJ;

Checked by / Himesh Kumar

ITposepeno:

—3—-

Approved by: Manager/Executive / Pawan Kumar
OnobpeHo: Menemxep / PykoBoauTeb

i

Print Date /
JHata: 07.02.2022

Print Date /
Hara: 07.02.2022

Print Date /
Jara: 07.02.2022

Repisierad Office: 8-2-337, Road No. 3, Banjara Hlls, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: 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,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

Product Ibuelin I£ \pl ess (Ibuprofen+Paracetamol), powder for oral suiutmn, Hﬁd Ylg “F325 mg

Ipoaykr Hoykann” Ixenpece (nbynpoden + napaneramoli), HOpoIoK s NPHTOTOBICHIS
pacTBOpa Ui IpHeMa BHYTPb, 400 Mr+323 mr

Batch No. / : V2102289 Batch Quantity / : 142446.000 units /

Cepus Ne O0beM napTHn 142446.000 einHuLL

Analytical Report No. / : 890001568699 Date of Analysis / : 27.01.2022

AHaguTHYecKni oTuer Ne JaTa ananusa

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

JaTa npou3BoJacTBa T'onen no

Analysis performed according ND / Anaau3s nposeaen no HJI: JITI-007239-300721

Specification / Hopma

N | Test / IlokasaTesnb Result / Pe3yabTaThbl
10 | Microbial limits /
MukpoOuosioruyeckas YHCTOTA NIL CFU/g
NIL CFU/g
Absent
L 11| Assay / Koan4ecTBeHHOE
onpeejeHne
- ibuprofen / ubynpoden 402.2 mg (100.6%)
| 402.2 mr (100.6%)
|
|
|~ paracetamol / napayemamon 326.3 mg (100.4%)
326.3 mr (100.4%)

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

O611e€e YHCII0 a3pOOHBIX MUKPOOPraHH3MOB
- e 6onee 1000 KOE/T.

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

OOliiee YHCTO JIPONOKEBBIX H IUIECHEBBIX
rpu6oB - He G6oiee 100 KOE/T.

c) Escherichia coli - shall be absent per 1 g./
[Escherichia coli - orcyrctue B 1 r.

1360.0 mg to 440.0 mg of Ci;3HisO;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3His0; (mbynpoden) (ot 90,0 % no
110,0 % oT HOMUHAJIBHOTO COJEPXKAHUS) B
OJHOM 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 5o 357,5 Mr
CsHoNO; (mapaueramon) (ot 90,0 % 1o
110,0 % oT HOMHHANBHOTO COACPIKaHUs) B
OJTHOM TTaKeTHKE.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by / Pardeep Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive / Pawan Kumar
[ToaroTosneno: P [TpoBepeHo: - Onobpeno: Menekep / PyKoBoLUTEND
= - "j,f_; (“
- A
Print Date / Print Date / Print Date /
Hata: 07.02.2022 I[aTa 07.02.2022 | Mara: 07.02.2022
— NEREIETED O Oa S Banjara M, ny‘l"abatt S00034, Telangana, Indla

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':'

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTUOUKAT AHAJIM3A 1) 491 98166 56001-02
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solW#ohgdedd¥ipceB25 mg
IIpoaykr U6ykann® Ixcnpece (uGynpoden + mapaneramod), NOPOLIOK AJisi IPUTOTOBIEHHS
_ - pacTBopa [Jisl IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / 1 V2102289 Batch Quantity / : 142446.000 units /
Cepus Ne O6bem napTum 142446.000 eauuuIg
Analytical Report No. / : 890001568699 Date of Analysis / : 27.01.2022
AHanuTu4eckHii oTyer No MaTta aHaau3a
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npoun3BoacTBa Tonen g0

Analysis performed according ND / Ananus nposenen nmo HJL: JIII-007239-300721

N ‘Test/Ilokasatens | Result/ PesyabTaTnl 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). 6 sachets and|information leaflet in carton pack./Ilo5rB
patient information leaflet in|maxernke u3 KOMOMHUPOBAHHOTO
carton pack. / Ilo 5 r B|Marepuana (naMuHMpOBaHHAS
NaKeTHKe u3 | 6ymara/[ISHI1/anoMuHueBas
KOMOMHHUPOBAHHOTO ¢omera/II3HIT). Tlo 6 wnu 9 makeTHKOB
MaTeprana (JAMUHHPOBaHHAS | BMECTE C MHCTPYKLHEH 10 MPUMEHEHUIO B
oymara/[I3HIT/anroMmuaMeBas | Mavyky KapTOHHYIO.
donbra/TISHIT). Ilo 6
‘ ‘ NaKETHKOB BMECTE c
. [ UHCTPYKUHUEH no
: PUMEHEHHIO B navky
| | KapTOHHYIO. |
13 | Labeling / MapkHpoBKa According to ND. / B coorserctBuu ¢ HJ1.
14 |Storage conditions / Store below 25 °C. / Tpu Temneparype He Bbiie 25 °C.
XpaHenue
| 15 |[Shelflife / Cpok roanocru 2 years. / 2 roga. a

Remarks : The Product confirms to ND/
Ilpumeuanne: IIponykt cooTBeTcTBYET TpeboBaHuAM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Pardeep Kumar

IMoxaroroBieHo: (i/,

Checked by / Himesh Kumar

IIpoBepeHo: 1

Onobpeno: Menemkep / PykoBonurens
I

> I—

Print Date /
Jara: 07.02.2022

Print Date /

Hara: 07.02.2022

Print Date /
Hata: 07.02.2022

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: L85195AP1984PLC004507
www.drreddys.com

Approved by: Manager/Executive / Pawan Kumar




