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

2 | Reconstituted solution /

IMopowok Oenoro usera ¢
XapaKTepHBIM 3aaxoM.

XapaKTCPHBIM 3al1aXOM.

BoccTaHoBI/IeHHBII pacTBOD

- appearance / onucanue

Complies

3 |Dissolution time /
| Bpemst pacTBOpeHust

Ne Test / ITokasaTean Result / Pe3yabTaTbl
- Color of the solution / Complies /
usemHocms CoOTBETCTBYET

4 |pH of solution / pH pacTBopa

1minute 53 seconds
1

CEPTHOHUKAT AHAJIU3A lel - 491 98166 5600102
Product Ibuclin Express (Ibuprofen+Paracctamol), powder for oral selusiom;ctidysmgrt 325 mg
Ipoaykr H6ykann® Jxcnpece (MOynpodeH + napaneramost), MOPOIIOK ISl IPHrOTOBJICHHS
pacTBOpa 1A pUeMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2102288 Batch Quantity / + 26474.000 units / 26474
Cepus Ne O06beM mapTHH €IUHNLL
Analytical Report No. / : 890001568698 Date of Analysis / : 27.01.2022
AHagauTn4ecknii orger No Jata anaiuza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npon3BoacTBa T'onxen no
Analysis performed according ND / Anaun3 nposeaen no HJI: JII1-007239-300721
No Test / Iloka3zareb Result / Pesyabrarsi Specification / Hopma |
1 |Description / Onucanune White powder, with |White to off-white powder, with a
characteristic odour. /| characteristic odor. / IToporok ot 6enoro

OO0 IOHTHU 6enoro LBE€Ta, ¢ XapaKTCPHbLIM
3allaxoM.

Colourless solution with a characteristic

odor shall be observed, may have small
amount of suspended particles. /
BecliBeTHBIN pacTBOp € XapaKTEPHbIM

3arnaxoM, ¢ BO3MOXHBIM COACPXKAHUEM
HeOONBILOrO KOJMYECTBA B3BELICHHBIX
YacCTHl.

Specification / Hopma

Color intensity of the solution does not

exceed color intensity of reference standard
Bo. / PactBOp momKeH ObITh OKpaLIeH HE
Gonee MHTEHCHBHO, YEM 3TalloH Bo.

| Not more than 5 min. / He Gosee 5 MuH.

6.7

5.8t07.8./0T15,8 10 7,8.

Remarks : The Product confirms to ND/
IIpumeuanne: 1lpoaykt coorBercTBYyeT TpeboBanusm H)L

Conclusion : APPROVED /
Baxnioyenne: OJJOBPEHO

Prepared by / Narcsh Kumar

Checked by / Pardeep Kumar

Approved by: I\danagcrfxeculive / Abhishek

IMoarorosiieHo: I[TposepeHo: Bf// Chauhan /_—

@(/ - Ono6peno: Menemwkep / Pykosoantens
Print Date /09.03.2022 Print Date /09.03.2022 Print Date /09.03.2022
Jara: Jara: 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
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Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
- Tel: +91 98166 56001-02 .
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral splugiom-#00 agri 325 mg
IIpoaykr H6ykaun® Ixcnpece (MOynpodeH + napaneTamolt), NOPOLIOK /sl NPHTOTOBIEHHS
pacTBOpA JJisl IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2102288 Batch Quantity / : 26474.000 units / 26474
Cepus Ne O6bem napTuu €IMHHLL
Analytical Report No. / : 890001568698 Date of Analysis / : 27.01.2022
AHajuTH4ecKkHii oTyeT No Jata ananuza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npousBoacTBa I'open go
Analysis performed according ND / Anaau3s nposegen no HJI: JIII-007239-300721
Ne | Test / IlokazaTesan Result / PesyabTaTht Specification / Hopma
5 |Identification / IlogaunHOCTH The retention times of the main peaks in the
chromatograms of test selutions should
SLTELE AR 0 S correspond to those in the chromatograms of
— Ibuprofen / ubynpoden Complies / reference  standards  solution (Assay
CootBeTcTBYET section). / BpeMs yIep)xnBaHHsl OCHOBHBIX
~ Paracetamol / napayemamon MMKOB HA XPOMATOrPaMMaX HCHBITYEMBbIX
pacTBOPOB  JOMKHBEI  COOTBETCTBOBATh
BpeMeHaM yaepKUBaHUA
COOTBETCTBYIOIIMX OCHOBHBIX MHKOB Ha
XpoMarorpaMMax pacTBOpa CTaHAapTHBIX
obpasuoB  (pasgen  «KomuuecTBeHHOE
| orrpeaenennes).
B) by HPLC-UV / BOXXX-Y® When carrying out the "Assay" test, the
UV spectra of the test solutions should
— Ibuprofen / ubynpoden Complies / correspond to those of ibuprofen and
I. '~ Paracetamol / napauemamon CoOTBeTCTBYET paracetamol standard solutions. / Ilpmu
npoeeaeHud  Tecta  «KosauuecTBeHHOE
onpeaenenue» Y®-CIEKTpbl HUCIBITYEMbIX
pPacTBOPOB JOMKHBI COOTBETCTBOBATh Y ®-
CreKTpam CTaHAaPTHBIX PacTBOpOB |
' ubynpodeHa u napaueramosa. 1
|
6 |Particle size / Pazmep yacTnim 100 % Particle size less than 2 mm — not less
' than 95 %, / YacTtui pasMepoM MeHee 2 MM
— He MeHee 95 %;
99 % Particle size less than 0.25 mm — not less
than 60 %. / yacTHLl pa3MepPoOM MEHee
0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/

Ipumeuanne: [Tpogykr cootBeTcTBYET TpeboBanuam H/L

Conclusion : APPROVED /
Zaxkmouenne: ONOBPEHO

Preparced by / Narcsh Kumar Checked by / Pardeep Kumar Approved by: Maungfr{ Executive / Abhishek
IloarorosneHo: IpoBepeHo: Chauhan | 1
&/ r>i——,/ Onobpeno: Menemxep / PykoBojurens
Print Date /09.03.2022 Print Date /09.03.2022 Print Date /09.03.2022
Hara: Jara: 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, Baddj,

CEPTUO®HUKAT AHAJIN3A Distt. Solan, H.P.,, 173 205, INDIA

Tel - +971 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral splyionseiymgn 325 mg
Ilpoaykr Hoykaun® Dxenpece (MOynpoden + napaueramot), HOPOLIOK AJIA NPHIOTOB/IEHHS

pacTBOpA IS IpUeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2102288 Batch Quantity / : 26474.000 units / 26474
Cepus Ne O6bem napTuu eIMHULL
Analytical Report No. / : 890001568698 Date of Analysis / : 27.01.2022
AHajauTHYecKkuii oTueT No JaTa ananuza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BoacTBa T'onen oo

Analysis performed according ND / Anaan3 nposeaex nmo HJI: JITI-007239-300721

Result / Pe3yabTaThl

Speciﬁcatibn / Hopma

5.0 %

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

Ne Test / IlokasaTeb
7 |Water / Boga
8 |Related substances /

PoacTeeHHbIC npuMecu

- ibuprofen / ubynpoen

- paracetamol / napavemamon

" Imfanity of dosage units /

OaHOPOAHOCTH J03MPOBAHMS

- ibuprofen / ubynpoden

- paracetamol / napauemamon

BDL (disregard area 12171)

BDL

BDL (disregard area 8046)

Not Detected

BDL

0.8

2.0

Individual unidentified impurity - not more
than 0.15 %. / Enunuunas
HeHAEHTHQUUNPOBAHHAS TPUMECH - HE
6omnee 0,15 %.

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

Impurity K - not more than 0.15%. /
[Ipumecs K - He Honee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / Enunnynas
HeuAeHTU(DHLHPOBAHHAS IPUMECH - HE
6oiee 0,10 %.

[Total impurities - not more than 0.5%. /
CymMma npumeceii - He 6onee 0,5 %.

Acceptance value (AV) should not be more
than 15.0. / IlokazaTens mpueMaeMOCTH
(AV) nomxeH ObiTh He Honee 15,0.

Acceptance value (AV) should not be more
than 15.0. / [Tokazarenb MpHEeMIEMOCTH

(AV) nomxen 6bITh He Gosee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [TponykT cooTBeTcTBYeT TpeGoBanMsaM H/|

Conclusion : APPROVED /
3axiaouenue: OJOBPEHO

Prepared by / Naresh Kumar

IToarorosneHo:
b

Checked by / Pardecp Kumar
IIpoBepeHo: f

< —"

Approved by: Manager/Executive / Abhishek
Chauhan II_ s
OnobpeHo: Menepkep / Pykosopures

Print Date /09.03.2022
Jara:

Print Date /09.03.2022
Jara:

Print Date /09.03.2022
Jlara:

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




Qe
Dr.Reddy’s ‘,‘o‘

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Tel - +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral golulinn 4908 mgt+ 325 mg
Hpoaykr : HM6ykaun® Dxcnpece (ubynpoden + napaneramolt), NOPOLIOK /ISt NPHTOTOBJIEHHS
pACTBOpA AJIsl NpUeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2102288 Batch Quantity / : 26474.000 units / 26474
Cepus Ne O6beM napTHH €ANHHLL
Analytical Report No. / : 890001568698 Date of Analysis / : 27.01.2022
AHanuTHYeCKHIi oT4eT Ne JlaTa aHau3a
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BOACTBA I'onen go

Analysis performed according ND / Anayus nposeaen no H/L: JIII-007239-300721

N ~ Test/ Mokasarednb

Result / Pesyubrarbl

Specilication / Hopma

10 | Microbial limits /
Muxpo6unosornyeckas UHCTOTA

11 | Assay o/ KonuuecTpennoe
omnpenejieHHe
- ibuprofen / ubynpodghen

- paracetamol / napayemamon

NIL CFU/g

NIL CFU/g

Absent

396.9 mg (99.2%)
396.9 mr (99.2%)

322.4 mg (99.2%)
322.4 mr (99.2%)

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

O61iee uncno a3poOHBIX MHKpOOpI‘aHI/ISMOB
- He Gonee 1000 KOE/T.

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

O6buiee YUCIO APONKEBBIX W IJIECHEBBIX
rpubos - He 6onee 100 KOE/T.

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

|Escherichia coli - oTcyTcTBHE B 1 T.

|3600 mg to 4400 mg of C;3HisO;
(ibuprofen) (90.0 % to 110.0 % of label |
| claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
CisHigO2 (ubynpoden) (or 90,0 % no
110,0 % OT HOMUHANILHOTO COAEPXaHHUS) B
OJTHOM ITaKETHKE.

2925 mg to 357.5 mg of CgHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 mr
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % oT HOMHHAJIBHOTO COJIEPKaHUS) B
OJTHOM TMAaKeTHKE,

Remarks : The Product confirms to ND/

llpumeuanmne: llponykr coorBercTByeT TpeboBanusm HJT

Conclusion : APPROVED /
Jakmouenne: OJOUbPEHO

Prepared by / Naresh Kumar Checked by / Pardeep Kumar Approved by: Manager/Executive / Abhishek
[ToaroroBneHo: IIposepeno: f Chauhan L
@y - Opobpeno: Mewnemicep / Pykosoautent
Print Date /09.03.2022 Print Date /09.03.2022 Print Date /09.03.2022
Hara; Jlata: 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 Q'?'

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIN3A

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

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sglutian.400sag 325 mg
Hpoaykr : H6yxnun® xenpece (mGynpoden + napameramos), NOPOMOK 115 MPHIOTOBICHHS
pacTBOpA AJisl IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / ¢ V2102288 Batch Quantity / : 26474.000 units / 26474
Cepus Ne O06bem napTuu €AVHHULL
Analytical Report No. / : 890001568698 Date of Analysis / : 27.01.2022
AHaJIHTHYECKHI oTueT No JaTa aHajn3za
Date of Manufacture / : Dee. 2021 Date of Expiry / : Nov. 2023
JlaTa npon3BoACTBA T'onen no

Analysis performed according ND / Anaan3 nposeaen mo H/: JIII-007239-300721

Test / Iloka3aTenan
Package / YnakoBka

Ne
12

_r
| 13 |Labeling / MapkupoBka

|5 gin a sachet of a combination

donera/TISHI). Ilo 6

[IaKETUKOB BMECTE c

UHCTpYKLMEH o

HNPUMEHEHHIO B nauky
| KAPTOHHYIO.

" Result / PesynbTaTh

Specification / Hopma

material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
TIaKeTHKe u3
KOMOMHHPOBAHHOTO
Matepuana (1aMUHHPOBaHHAS
oymara/[13HI1/antomuHueBas

According to ND. / B cootsetctBuu ¢ HJI.

l 14 |Storage conditions /
Xpanenne

Store below 25 °C. / I1pu Temneparype He Boliie 25 °C.

[ .
l 15 |Shelf life / Cpoxk rogHocTa

2 years. / 2 ropa.

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. /IToSrB

NaKeTHKe u3 KOMOWHHPOBAHHOTO
Marepuana (;TaMuHHpOBaHHAS
6ymara/[15HI1/anrom1uHueBas

donera/[IBHIN). Ilo 6 wmu 9 nakeTUKOB
BMECTE C MHCTPYKIMEH MO NPHMEHEHHIO B
Ma4kKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cootBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Naresh Kumar

IMoaroroBneHo: @/

Checked by / Pardeep Kumar
ITposepeHo: J

Chauhan

Approved by: Mana erfExc[‘ui.ch / Abhishek
Onobpeno: Menekep / Pykosoanrens

Print Date /09.03.2022
Jara:

Print Date /09.03.2022
Hara:

Print Date /09.03.2022
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: L85195AP1984PLC0O04507

www.drreddys.com




