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

www.drreddys.com

CEPTUDPHKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Ubykaun® Ixenpece (ubynpoden + napaneramod), NopouIoK AJs IPHIOTOBJIEHHS
pacTBopa A NpHeMa BHYTPb, 400 Mr+325 mr __
Batch No. / : V2201953 Batch Quantity / : 25181.00 units /
|Cepus Ne O06bem mapTuu 25181.00 enunny
Analytical Report No. / : 890001616627 Date of Analysis / : 24.09.2022
AHaNUTHYECKUH 0TYeT NN JaTa ananusa B
Date of Manufacture / : Aug. 2022 Date of Expiry / : July. 2024
JlaTa npoHU3BoACTBA T'open 10
Analysis performed according ND / Ananus nposeged no H/I: JIII-007239-300721
Ne Test / Mlokazatens | Result / Pe3yabTaThl Specification / Hopma
1 | Description / Onucanue White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / [lopowiok ot 6enoro
INopowok Genoro uBera c| 10 modTH OENOro LBera, C XapakTepHbIM
XapaKTEePHBIM 3aNaxoM. 3amaxom.
XapaKTepHbIM 3aMaXoM.
2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccranoBnenHslii pacTBop odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue BecuBeTHblii pacTBOp € XapakTepHbIM
3araxoM, € BO3MOXHBIM COJEpXKaHHEM
HeOONBLIOrO KOJMYECTBA  B3BELIEHHBIX
| R [ - YACTHIL
- Color of the solution / Complies / Color intensity of the solution does not
HBENIHOCMb CooteetcTBYET exceed color intensity of reference standard
Bo. / PacTBOp nosbkeH ObITh OKpallleH He
6osiee UHTEHCUBHO, 4eM 3Tallod By, |
3 |Dissolution time / 01 minute 05 seconds Not more than 5 min. / He 6onee 5 MuH.
___ | Bpemsi pacTBOpeHus
4 | pH of solution / pH pacTBOpa 6.7 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoayxr coorBercTByeT Tpeboanusam HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Kushal Kumar | Checked by / Naresh Kumar Approved by: Manager/Executive / Pavan Kumar

Ioarorosneng:—, IIpoepeHo: @ Sharma {%./,/"’E::/'
Cy > Opnobpeno: Menenxep / Pykooaurens

Print Date /24.09.2022 Print Date /24.09.2022 Print Date /24.09.2022

Jara: Hata: 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.drreddvs.com
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Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

Ipoaykr Hoykana® Ikenpece (ubynpoden + napaueramod), NOPOIOK Al HPUTOTOBJIEHHUS!

. pacTBoOpa AJisi IpHeMa BHYTphb, 400 mr+325 mr - L
Batch No. / : V2201953 Batch Quantity / : 25181.00 units /

Cepusi Ne O6bem naprTuu 25181.00 ennHnyy
Analytical Report No. / : 890001616627 Date of Analysis / : 24.09.2022
AHanuTHYecKMii oryer Ne JaTta ananusa -

Date of Manufacture / : Aug. 2022 Date of Expiry / ¢ July. 2024

JlaTa npou3BOACTBA Togen 1o

Analysis performed according ND / Anayms nposeaen no H/JI: JIII-007239-300721

N |

Test / [TokazaTenn |

A) by HPLC / BOKX

— Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

5 iIdentification / IloAJIMHHOCTD |

Complies /
CoOoTBeTCTBYET

Result / PesyabTaThl

' Specification / Hopma

| 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 ynepKHBaHHsI OCHOBHBIX
NYKOB Ha XpoMaTorpaMmax HCIBbITYEMBIX
pacTBOPOB  HOJKHbI ~ COOTBETCTBOBATH
BpeMeHaM YyIepKUBaHUsI
[ COOTBETCTBYIOIIMX OCHOBHBIX IMKOB Ha
XpoMaTorpaMmax pacTBopa CTaHAapTHBIX
obpasuoe  (pazgen  «KonuuecTBEHHOE |
_onpeneneﬂne»). |

B) by HPLC-UV / BIXKX-Y®
— Ibuprofen / ubynpoen

— Paracetamol / napayemamon

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. / Tlpu
npoBeaeHun  Tecta  «KonuyecTBeHHOE
onpeneneHne» Y®-cnekTpbl HCIBITYEMBIX
PacTBOPOB JOJDKHBI COOTBETCTBOBATL Y D-
CreKTpam CTaHJapTHBIX pacTBopoB
nbymnpodeHa 1 napaleTamona.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoxykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Kushal Kumar

Honromsneﬂ@“/
W)/

Checked by / Naresh Kumar

ITposepeHo: @
/

Approved by: Manager/E xep‘utixg//l’ﬂ&;in Kumar
Sharma &
Onobpeno: Menemxep / Pykopoaurens

Print Date /24.09.2022
JaTa:

Print Date /24.09.2022
Jara:

Print Date /24.09.2022
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
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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 : 491 98166 56001-02

IMpoaykr

CEPTUDHKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin Express (Ibuprofe_n+Paracetar;101), powder for oral solution, 400 mg + 325 mg_
Hoykaun® Drenpece (uGynpodeH + mapaueramot), NOPOIIOK st IPUTOTOB/IEHHs

pacTBopa sl NpHeMa BHYTpb, 400 Mr+325 mr

'Batch No. / : V2201953 Batch Quantity / : 25181.00 units /
Cepus Ne O6beM naptiu 25181.00 epuHig
Analytical Report No. / : 890001616627 Date of Analysis / : 24.09.2022
ApanuTHyecKuii oTyeT No Jlata ananusa

Date of Manufacture / : Aug. 2022 Date of Expiry / ¢ July. 2024

MJarta npou3BoacTBa T'onen go

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

Specification / Hopma

than 95 %; / YacTtul pasmepom MeHee 2 MM

Particle size less than 0.25 mm — not less

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

No Test / Ioxa3aTenn Result / Pe3yabTaThbl |
6 |Particle size / Pazmep uyacTui 100 % | Particle size less than 2 mm — not less
|
— He meHee 95 %;
94 %
than 60 %. / 4acTHLl pa3MEPOM MeHee
0,25 MM — He MeHee 60 %.
i 7 |Water / Bona 5.0 %
!
8 [Related substances /

PoacTBenHbIE npuMecu

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Less than LOQ (L0OQ:0.04%)

Less than LOQ

Below limit of Detection (LOD:
0.01%)
BDL(Below Disregard area 7969)

Individual unidentified impurity - not more
than 0.15 %. / Exuanunas
HeuaeHTUhULIMPOBaHHAS IPUMECH - HE
6onee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / EquHuuHas
HEMIEHTUULMPOBAHHAS TIPUMECE - HE

Remarks : The Product confirms to ND/

ITpumeuanne: [IpoayKT coorBeTcTBYeT Tpebosanuam HJ{

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Kushal Kumar
[ToprotoBneHo.—.

Checked by / Naresh Kumar

. : IIpoBepeno: C

Approved by: Ma nagerfExq@than Kumar

Sharma Flf%,,/
OnobpeHo: Menemxep /PykosoauTesb

Print Date /24.09.2022
Hara:

Hata:

Print Date /24.09.2022

Jlata:

Print Date /24.09.2022

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
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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
Tel : +91 98166 56001-02

www.drreddys.com

AHasiuTHYeCKHH oT4eT Ne

CEPTUDOHKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoaykTt H6ykann® Ixcnpece (MGynpoden + nmapaieramot), NOPOMIOK st NPUTOTOBJICHHUS
_pacTBOpa Juisl NpMeMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2201953 Batch Quantity / : 25181.00 units /
Cepust No Obbem naprun 25181.00 ennunn
Analytical Report No. / : 890001616627 Date of Analysis / 1 24.09.2022

JaTa anannsa

Date of Manufacture /
JlaTa npoH3BOACTBA

: Aug. 2022 Date of Expiry / : July. 2024

Topen po

Analysis performed according ND / Anasns nposeaen no HJI: JIT-007239-300721

NQ_l
i

10

Test / [Toka3aTtean

Result / Pe3ysbTaThl - Specification / Hopma

Below Disregard Limit Gosee 0,10 %.
|Tota1 impurities - not more than 0.5%. /
Cymma npumeceit - He 6onee 0,5 %.

" Uniformity of dosage units /

OHHOPO}IHOCTb N03HpPOBAHUS

- ibuprofen / ubynpodgen

- paracetamol / napayemamo

5.6 Acceptance value (AV) should not be more
than 15.0. / [Tokazatens NpueMJIEMOCTH
| (AV) nomkeH ObITh He Honee 15,0.

42 Acceptance value (AV) should not be more
than 15.0. / [TokazaTenb NpueMIIEMOCTH
(AV) nosmxkeH 6bITh He 6osee 15,0.

Microbial limits
Mukpobuoaornyeckas 4YMcToTa

/

NIL CFU/g a) Total aerobic microbial count - not more
| than 1000 CFU/g. /
|O01ee 4Mcn0 a3poOHBIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/T.
b) Total combined yeasts and mould - not
more than 100 CFU/g. /
(OO0llee UYUCIO JPOMOKEBBIX U IJIECHEBBIX
rpu6oB - He 6onee 100 KOE/r.

NIL CFU/g

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Kushal Kumar | Checked by / Naresh Kumar Approved by: Managerz‘Execmi\fz/{,nga,n Kumar
[ToaroroBneHge———: Ilposepeno: Sharma iz
@ && Onobpeno: Menemxkep / Pyxosoaurens
Print Date /24.09.2022 Print Date /24.09.2022 Print Date /24.09.2022
JHara: Hara: 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 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 : 491 98166 56001-02

www.drreddys.com

JaTa npou3BoJCTBa

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxTr Hoykann® Dxenpece (ubynpoden + napaueramot), NOpoINOK AJisi HPUTOTOBIEHHS

pacTBopa Ajs npueMa BHyTpb, 400 mr+325 mr -
Batch No. / 1 V2201953 Batch Quantity / : 25181.00 units /
Cepus Ne O0pem napruu 25181.00 ennnny
Analytical Report No. / : 890001616627 Date of Analysis / : 24.09.2022
AnanurHuyeckuii oTyer Ne ) JaTa ananusa - N
Date of Manufacture / : Aug. 2022 Date of Expiry / : July. 2024

Togen no

Analysis performed according ND / Anaau3 nposenex no HJI: JIT1-007239-300721

paracetamol / napayemamon

319.5 mg (98.3%)
319.5 mr (98.3%)

11 | Assay / KoanuecrsenHoe
ompejeieHue |
- ibuprofen / uoynpogren 389.4 mg (97.4 %) 3600 mg to 440.0 mg of CizHisO2
389.4 mr (97.4 %) (ibuprofen) (90.0% to 110.0 % of label

claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3H 1502 (ubympoden) (ot 90,0% mo
110,0 % oT HOMHHAJIBHOTO COAEPKAHUs) B
OJIHOM MAKETHKE.

292.5 mg to 3575 mg of CsHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr 10 357,5 mr
CsHoNO; (mapaneramon) (ot 90,0 % 1o
110,0 % OT HOMMHAJNBHOIO COAEPIKAHUs) B
OJTHOM MaKeTHKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpofyKT cooTBETCTBYET TpeboBanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Kushal Kumar | Checked by / Naresh Kumar Approved by: Mana geﬂ'Exec/ux'we / Pavan Kumar
s . §
[ToaroroBneHo: [IpoBepeHo: Sharma jf/
L"\ET/ Y Onobpeno: Menenx€p / PykoBoauTensb
Print Date /24.09.2022 Print Date /24.09.2022 Print Date /24.09.2022
Hara: Hara: Hara:
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CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘{0

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
CEPTU®UKAT AHAJIA3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg B
Npoaykt : Héyknun® Ixcnpece (ubynpoden + mapaneramo.), HOPOLMIOK A/l IPHTOTOBIEHHS
pacTBOPA AJsl IpHeMa BHYTPb, 400 mr+325 mMr
Batch No. / : V2201953 Batch Quantity / : 25181.00 units /
Cepusi Ne O6bemM MapTuu 25181.00 enuHHL
Analytical Report No. / : 890001616627 Date of Analysis / 1 24.09.2022
AHaNUTUYECKNiH oTueT No JaTta aHann3a |
Date of Manufacture / : Aug. 2022 Date of Expiry / : July. 2024
JlaTa npoM3BOACTBA T'onen oo

Analysis performed according ND / Ananus nposeaen nmo H/: JITI-007239-300721

12 |Package / YnaxoBka

5 ginasachet ofa combination |5 g in a sachet of a combination material

material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
MaKeTHKe u3
KOMOHWHUPOBAHHOIO
marepuana (J1aMMHUpOBaHHAas
oymara/[19HIl/antomMuHneBas
tdonwsra/I[IOHIT). [To 6

NaKeTHUKOB BMECTE c
HUHCTPYKLHEH no
NPUMEHEHUIO B nauky
KapTOHHYIO.

|
13 |Labeling / MapkupoBka

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./I[lo 5r B
NIaKeTHKe 13 KOMOMHWPOBAHHOTO
Marepuana (namMuHUpOBaHHAas
oymara/II13HI/antomnsyenas
tdonera/IISHIT). Ilo 6 unn 9 nakeTukos
BMECTE C UHCTPYKIMEH 1O NMPUMEHEHHUIO B
MayKy KapTOHHYIO.

According to ND. / B cootsetcTBuH ¢ H]I.

14 | Storage conditions /
| Xpanenue

Store below 25 °C. / Ilpu Temnepatype He Bbillie 25 °C.

15 | Shelflife / Cpok rognocTu

2 years. / 2 roga.

Remarks : The Product confirms to ND/

ITpumeyanne: [IpogykT cooTBeTcTBYET TpeboBanusam H]I

Conclusion : APPROVED /
3akawouenue: OJOBPEHO

Prepared by / Kushal Kumar Checked by / Naresh Kumar Approved by: ManagerﬁEmeWavan Kumar
[MoaroropneHo: IIposepeHo: Sharma i
oy : @/ Opnobpeno: Menenxep/ PykoroauTens
Print Date /24.09.2022 Print Date /24.09.2022 Print Date /24.09.2022
Jlara: Jara: Jara:

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