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
Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIN3A www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 rag + 325 mg
Ipoaykr Uoykann® Dxenpece (ubynpoden + napaneramModr), HOPOIIOK AJIst NPUIOTOBJIEHHUSA

pacrBopa Aas npueMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2202059 Batch Quantity / : 16895.00 units / 16895.00
Cepust Ne O6bemM napTHil CAHHNL
Analytical Report No. / : 890001620271 Date of Analysis / : 12.10.2022
AnanuTuueckuii oTyer Ne JaTa ananu3za |
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
Jata npon3BoACTBA T'ogen g0

Analysis performed according ND / Anasn3 nposeaen no HJI: JIII-007239-300721

Ne Test / Iloka3aTennb

1 .Description / Onucanue

[ Result / Pe3yabTaThi _
White powder, with
characteristic odour. /]

[Topowok 6Genoro usera c
| XapaKTepHbIM 3aMaxoM.

Specification / prwﬁ
White to off-white powder, with a
characteristic odor. / [lopowok ot 6enoro
O moutd Oenoro LBeTa, ¢ XapaKTepHbIM
3anaxom.

2 | Reconstituted solution /
BoccTaHoBJIeHHBIH pacTBOp

- appearance / onucanue

HeemHoCcms

3 |Dissolution time /

4 p'H of solution / pH pacTBOpa

- Color of the solution /

Bpemsa pacTBOpeHHsT.

XapaKTEPHBIM 3aNaxoM.

Complies Colourless solution with a characteristic |
odor shall be observed, may have small
amount of suspended particles. /
BecupeTHblf pacTBOp € XapaKTEPHBIM
3aMaxoM, C BO3MOXHBIM COJEpXKAaHUEM
HEeGOJIBILIOrO  KOJMYECTBA  B3BELUEHHBIX

N JaCTULL.
Complies / Color intensity of the solution does not
CooTtBeTcTBYET exceed color intensity of reference standard

Bo. / PactBop momkeH ObITb OKpalUEH He
HoJiee UHTEHCHBHO, YeM 3TalloH Bo.

01 minute 15 seconds

Not more than 5 min. / He 6onee 5 MUH.

6.6

5.8t07.8./015,8 no7,8.

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT coorseTcTBYeT TpeboBanusm HII

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Ankit
IMoxrorosneHo:

(B

Checked by / Pardeep Kumar

[TpoeepeHo: c)f_’

Approved by: Manager/Executive / Amit Kumar

Onobpeno: Menemxep / Pykosoaurens
\\V—
e =

Print Date /12.10.2022
Jara:

Print D
Jara:

Print Date /12.10.2022
Hara:

ate /12.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC004507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@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
Tel : 491 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com
'Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg *+ 325 mg
IlpoaykTt Udyknann® Dkenpece (uGynpoden + napaueramod), OPOLIOK AJisi IPUTOTOBJIEHHS]
pacTBOpa AJs IpHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / 1 V2202059 Batch Quantity / : 16895.00 units / 16895.00
Cepusa No O0bem napTuu eNUHML
Analytical Report No. / : 890001620271 Date of Analysis / : 12.10.2022
AHAJIUTHYECKHUIT oTyeT Ne JlaTa anaau3za
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
JaTa npou3BOJCTBA Toxen no
Analysis performed according ND / Anasiu3 nposegen no HJI: JIII1-007239-300721

- Ne Test / TlokazaTtenn '

Identification / IloaauAHOCTL |

4) by HPLC / BOXX

5

— Ibuprofen / ubynpoen

— Paracetamol / napayemamon

Complies /
CooTBETCTBYET

Result / Pe3yabTaTh I

Specification / H_(Tp_Ma

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 ynepxMBaHUs OCHOBHbBIX
IIMKOB Ha XpOMAaTOrpaMMax HCIIbITYEMBIX
pacTBOPOB  JIOJKHBI  COOTBETCTBOBATb
BpEMEHaM YAEP)KNBaHHUS
COOTBETCTBYIOIMX OCHOBHBIX NHKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHIAPTHBIX
obpastor  (pasmen  «KonudecTBeHHOE
OnpeneseHNeER).

'B) by HPLC-UV / BAXX-Y®
|
(— Ibuprofen / ubynpoghen

— Paracetamol / napauemamon

Complies /
CoOTBETCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoeefieHun  Tecta  «Konu4ecTBeHHOE
onpeneneHne» YD-CeKTps! UCHBITYEMBIX
pPacTBOPOB JOKHBI COOTBETCTBOBATL Y @-
crneKkTpam CTaHIAPTHBIX pacTBopoB
ubynpodeHa U napaleTamona.

Remarks : The Product confirms to ND/

Ipumeuyanue: [Iponykr coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Prepared by / Ankit

[ToaroToBiEHO: (E/

Checked by / Pardeep Kumar

IIposepeno: Qﬁ——"

—-

Approved by: Manager/Executive / Amit Kumar
Onobpeno: Menemkep / Pykosoaurens

~

e

Print Date /12.10.2022
Jara:

Jlata:

Print Date /12.10.2022

Print D
Jara:

ate /12.10.2022

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




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

pacTBOpa AJis npHemMa BHYTpb, 400 mr+325 mr

Product : Ibuclin Express (Ibuprofen+Paragtamol), powder for oral solution, 400 mg + 325 mé B
Hpoaykr : Hoykann® Ixenpece (M6ynpoden + napaneramod), HOPOIIOK AJsl IPHIOTOBJIEHHS]

www.drreddys.com

Batch No. / 1 V2202059 Batch Quantity / : 16895.00 units / 16895.00
Cepus Ne O6bem mapTun eIHHHL

Analytical Report No. / : 890001620271 Date of Analysis / : 12.10.2022
ABaguTHYECKHH oTyeT No JlaTa aHanu3a

Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024

JlaTa npou3BoACTBA T'ogen no

Analysis performed according ND / Ananu3 nposegen no HJI: JII1-007239-300721

- Ne | Test / IlokaszaTesib Result / Pesyana:rbl I
6 |Particle size / Pasmep 4acTun ' 100 %
| |
|
94 %
7 |Water/Boaa ': 51%

Specification / Hopma
Particle size less than 2 mm — not less
than 95 %; / YacTull pasmepoM MeHee 2 MM
| — He menee 95 %;
Particle size less than 0.25 mm —not less
than 60 %. / yacTHLl pa3MepOM MeHee
0,25 MM — He MeHee 60 %.

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

8 |Related substances /

PoacTBeHHbIE npumMecu

~ ibuprofen / ubynpodghen Less than LOQ (LOQ:0.04%)
Less than LOQ
- paracetamol / napayemamon Below limit of Detection (LOD:
0.01%)
BDL(Below Disregard area 7821)

Individual unidentified impurity - not more
than 0.15 %. / Enunn4nas
HenaeHTHhUIUPOBaHHAS TPUMECH - HE
oonee 0,15 %.

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

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

[ndividual unidentified impurity - not more
than 0.10%. / EnunuuHas
HEWJEHTHOULUPOBAHHAS IPUMECH - HE

RemarKks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cootBeTcTBYET TpeboBaHusaM HJI 3axmoyenne: OJOBPEHO
Prepared by / Ankit Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
TloarorosieHo: ﬂ IIpoBepeHo: a.‘L— Onobpeno: Menemkep / PykoBoaUTENb
P - A.H'\ N

; o e
Print Datc /12.10.2022 Print Datc /12.10.2022 Print Datc /12.10.2022
Hara: - Jara: Jara:

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: L85195AP1984PLCO04507
www.drreddys.com




‘..O Dr. Reddy's Laboratories Ltd.

9 ® . .

D Formulation Unit-6

r. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H:P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTHDHUKAT AHAJIU3A www.drreddys.com

'Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 g + 325 mg
MpoaykT = U6yknun® Ixenpece (ubynpoden + napaneramo.n), NOPOUIOK AJisi IPUrOTOBJIEHHS
pacTBopa AJisi HpuemMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2202059 Batch Quantity / : 16895.00 units / 16895.00
Cepust Ne Ob6bem napTun efMHHLL

Analytical Report No. / : 890001620271 Date of Analysis / : 12.10.2022
AHanuTH4ecKHii oTyeT No JlaTta anajmsa |
Date of Manufacture / : Sep. 2022 Date of Expiry / 1 Aug. 2024

JaTa npou3BoACTBA T'onen no

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

Ne | Test / IlokazaTenn Result / PesyapTaThl | B Specification / Ho_pmi T
Below Disregard Limit Bonee 0,10 %.
Total impurities - not more than 0.5%. / ‘

Cymma npumeceii - He 6onee 0,5 %.
9 :Uniformity of dosage units / '

OaHopoaAHOCTL J03HPOBAHHSA

|- ibuprofen / ubynpoghen 6.8 Acceptance value (AV) should not be more
than 15.0. / TlokazaTensb NpUEMNEMOCTH
(AV) pomxeH ObITh He 6onee 15,0.

|

i 61 Acceptance value (AV) should not be more
than 15.0. / [Tokazatesns NpUEMIIEMOCTH
(AV) pomxkeH ObITh He Gonee 15,0.

- paracetamol / napayemamon

10 | Microbial limits /

MuxkpoGuonornyeckas YACTOTA NIL CFU/g a) Total aerobic microbial count - not more

than 1000 CFU/g. /

O011ee YuCIo a3pOOHBIX MUKPOOPTaHU3MOB |

- ne 6onee 1000 KOE/T. '

b) Total combined yeasts and mould - not

more than 100 CFU/g. /

O0iee 4MCA0 JAPONOKEBBIX W IIECHEBBIX

rpuGos - He 6onee 100 KOE/T.

Absent ic) Escherichia coli - shall be absent per 1 g./
iEscherichia coli - otcyrcTBue B 1 T,

NIL CFU/g

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

ITpumeuanne: Ipoaykt coorseTcTBYET TpeboBanusM HJI 3axmouenue: OJOBPEHO

Prepared by / Ankit Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[ToaroroBaeHo: @ IIpoBepeHo: n Onobpeno: Menemxep / PykoBoOUTEb

CbL—f" {X‘m_x‘::f

Print Nate /12.10.2022 Print Date /12,10,2022 Print Date /12.10.2022
Hara: Harta: 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 Qf‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUH®UKAT AHAJIU3A www.drreddys.com
'Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg_ B
IIpoaykr Hoykann® Ixenpece (udynpoded + napaueramon), NOPOIIOK AJIsl IPUTOTOBJIEHHSI
_PpacTBopa AJsi npHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2202059 Batch Quantity / : 16895.00 units / 16895.00
Cepus Ne O0bem napTun eIMHNLL
Analytical Report No. / : 890001620271 Date of Analysis / : 12.10.2022
AnajJuTuyecknii oryer Ne JlaTa ananusa
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
Jlata npon3BojcTBa Togen no
Analysis performed according ND / Ananus nposeaen mo HJI: JIII-007239-300721

11 :Assay /
| ompeesieHue

- ibuprofen / uynpogren

- paracetamol / napauemamon

I

KoaunuyecTBennoe !

399.4 mg (99.8 %)
399.4 mr (99.8 %)

325.7 mg (100.2%)
325.7 mr (100.2%)

360.0 mg to 440.0 mg of Ci3Hi303
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr g0 440,0 mr
Ci3H 1502 (ubynpoden) (or 90,0% o
110,0 % oT HOMHHANBHOTO COAEPIKAHUS) B
OJIHOM TIaKeTHKe.

292.5 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
| CsHoNO, (napaneramon) (ot 90,0 % mo
110,0 % OT HOMUHANLHOTO COACPXKaHH) B
‘OﬂHOM MaKEeTHKE.

Remarks : The Product confirms to ND/
IMpumeuanue: [TponykT coorBeTcTByeT TpebopanuaM HJI

Conclusion : APPROVED /
Zaxaouenue: OJOBPEHO

Prepared by / Ankit

IMoaroroBneHo: @

Checked by / Pardeep Kumar
IT ;
poBepeHo C\Lf”'

Approved by: Manager/Executive / Amit Kumar
Opobpeno: Nlenemkep / PyxoBogurenb

Print Date /12.10.202.2,
Jara:

Print Date /12.10.2022
Hara:

Print Date /12,10,2022

Jara:

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: L85195AP1984PLCO04507
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
Tel : +91 98166 56001-02

CEPTUDHUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg +325 mg
Mpoayxr Hoykauu® Ixenpece (ubynpoden + napaneramos), NOPOILOK IS APUTOTOBJIEHHS

pacTBOpa AJs npuemMa BuyTpb, 400 mr+325 mr
Batch No. / : V2202059 Batch Quantity / : 16895.00 units / 16895.00
Cepus Ne O6beM napriu eIHNLL
Analytical Report No. / : 890001620271 Date of Analysis / : 12.10.2022
AHanuTHYeCKHii 0TyeT No JaTta anannsa
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024

JaTa npon3BojcTBa

Tonen po

Analysis performed according ND / Anasn3 nposesen mo HJI: JITI-007239-300721

| 12 |Package / YnakoBka

material

foil/LDPE). 9
carton pack. / Ilo
MakeTHkKe

KOMOWHHUPOBAHHOTO

i paper/LDPE/aluminum
sachets
patient information leaflet in

MmaTtepuana (JaMMHUpPOBaHHAs
6ymara/[IOHI1/amomunaneBas | nauky KapTOHHYIO.

5 ginasachetofa combination| 5 g in a sachet of a combination material
(laminated | (laminated

paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./IloSr 8
nakeTHke u3 KOMOWHHPOBAHHOTO
martepuana (TaMUHW POBaHHas!
oymara/TI3HI1/anroMunnesas

donera/I[IDHIT). TTo 6 unu 9 nakeTukoB
BMeECTE C MHCTpYKLMel N0 MPUMEHEHUIO B

and

S5 reB
u3

donera/TIDHIT). Mo 9 |

NaKeTHKOB BMecCTe c

MHCTPYKLUHEH no

IPUMEHEHHIO B navKy

KapTOHHYIO.
13 |Labeling / MapkupoBka According to ND. / B cootsercteuu ¢ HJL. R
14 |Storage conditions / Store below 25 °C. / Ipn Temneparype He Bbiie 25 °C.

Xpanenue

15

|
Shelf life / Cpok rognocru |2 years. /2 ropa.

Remarks : The Product confirms to ND/
Hpumeuanne: [Tpoaykt coorsercrayeT Tpedopannsam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Jara: JlaTa:

Prepared by / Ankit Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar

IToarorosnexo: ) IIpogepeHo: p Onobpeto: Menemxep / PykoBoauTesib
(B | L |

Print Date /12.10.2022 Print Date /12.10.2022 Print Date /12.10.2022

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: L85195AP1984PLC004507
www.drreddys.com




