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CERTIFICATE OF ANALYSIS

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

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product Ibuclin E Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
poaykr U6oykaun® Ixenpece (udynpoden + napaueramoust), TOPOMIOK A NPHTOTOBJIEHHS
pacTBOpa Aas npuemMa BUyTpb, 400 mr+325 mr
Batch No. / : V2201303 Batch Quantity / : 158850.00 units /158850
Cepust Ne O0bem naprnn CAIHUL
Analytical Report No. / : 890001601794 Date of Analysis / : 19.07.2022
AHannTuyeckuii oruer No Jara ananmusa
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
Jara npouszeoncrsa Iopen s10

Analysis performed according ND / Ananus nposeaen o HI: JIII-007239-300721

Specification / H@a I

N | Test / Iloka3zaTenn Result / Pe3yabTaTel
1 | Description / Onucanue Off white powder, with
characteristic odour. /

Ilopowok 6enoro usera ¢
| XapakTepHbIM 3anaxom.

XapaKTepHBIM 3afaxoMm.

White to off-white powder, with a
characteristic odor. / TTopouok ot 6enoro |
A0 noutv Benoro LBeTa, ¢ XapaKTepHbIM
3anaxom.

2 |Reconstituted solution / Complies Colourless solution with a characteristic
BoccranoBaennslii pacrsop odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucamue BecupetHelii pacTBOp ¢ XapakTepHbIM
3amaxoM, C BO3MOXHBIM COJIEPKaHHEM
HEOOJIBILIOFO  KOJIMYECTBA  B3BELIEHHBIX

I | | yacTuiL.

Ne | Test / Iloka3zaTenn Result / PesyabTaTsl | Specification / Hopma ]
- Color of the solution / Complies / Color intensity of the solution does not
HBEHIHOCHb CooTeeTcTBYyET exceed color intensity of reference standard |

By. / PactBop momkeH ObITh OKpALIEH HeE |
| Gonee MHTEHCHBHO, YeM 3TalioH By, |

3 | Dissolution time / 03 minutes 10 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpems pacTBopenns |

4 | pH of solution / pH pacTBopa 6.7 5.8t07.8./0158 n07,8.

|

Remarks : The Product confirms to ND/

Ipumeyanne: [Ipoxykr coorsercTByer TpeboBannam HJT

Conclusion : APPROVED /
3axkmouyenne: OJOBPEHO

Prepared by / Naresh Kumar Checked by / Rajeev Gandhi Approved by: Manager/Executive / Manoj Kumar
[loarororneHo: @ IlpoBepeHo: \ Onobpeno: Menemxep / PykoBoaurens
A 7
ll / Mryeent
Print Date /19.07.2022 Print Date /19.07.2022 Print Date /19.07.2022
Hara: )IaTa IIaTa — "
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CERTIFICATE OF ANALYSIS

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

CEPTUPHUKAT AHAJINU3A

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

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral yvolutidiigddpssam- 325 mg
Hponyxr Hoyxann® Ixenpece (ubynpoden + napaneTamo), n0pomoK Ast IPUrOTOBIEHHs
i pacTBOpa AN OpHeMa BHYTPL, 400 mr+325 mr
Batch No. / : V2201303 Batch Quantity / : 158850.00 units /158850
Cepus Ne OobeM mapTHH eAMHHL
Analytical Report No. / : 890001601794 Date of Analysis / : 19.07.2022
AHanuTudeckuii otuer Ne Jarta anannza
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npousBoacTea I'ogen go
Analysis performed according ND / Anaams nposegen no HJI: JITI-007239-300721
Ne ] Test / IlokazaTenn Result / PezyabTaThl | Specification / Hopma
5 [Identification / [0 IMHHOCTD The retention times of the main peaks in the
chromatograms of test solutions should
Cghby HPLC/BIMX correspon%irto those in the chromatograms of
— Ibuprofen / ubynpodhen Complies / reference  standards  solution (Assay
CootsercTayer section). / Bpems ynepkiBaHHs OCHOBHBIX
— Paracetamol / napauemamon NHMKOB Ha XpOMAaTOrpamMMax HCHBITYEMBIX
pacTBOPOB  JIODKHBI ~ COOTBETCTBOBATH
BpeMeHaM YIepKHBaHUs
COOTBETCTBYIOLIMX OCHOBHBIX IIMKOB Ha
XpoMarorpaMmax pacTBopa CTaHOAPTHBIX
0obpa3uoB  (pazmen  «KonnyectBeHHOE
OrpeaesieHue»).
B) by HPLC-UV / BO)KX-Y® When carrying out the "Assay" test, the
UV spectra of the test solutions should
= JIbuprofen / ubynpocpen Complies / correspond to those of ibuprofen and
— Paracetamol / napauemamon CoOTBETCTBYET paracetamol standard solutions. / Ilpu
npoBeieHuH  Tecta  «KomuuecTBeHHOE
ornpenencHue» YD-CcrneKkTpsl UCHOBITYEMBIX
pacTBOpOB JOIKHBl €0OTBETCTBOBATE Y-
CIIeKTpam CTaHAAPTHBIX pacTBOPOB
| ubynpodeHa u napaueramorna.
6 |Particle size / Pa3mep wacTun 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuu pazmepom MeHee 2 MM
— He MeHee 95 %;
90 % Particle size less than 0.25 mm — not less
than 60 %. / wacTull pasMepoM MeHee
0,25 MM — He MeHee 60 %.
L }
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBeTCTBYET TpeGoBanmsam H]J 3axaouenue: OJOBPEHO
Prepared by / Naresh Kumar Checked by / Rajeev Gandhi Approved by: Manager/Executive / Manoj Kumar
Tloarorosnexo: @ IIpoepeno: i III Onobpeno: Menexep / PykoBoaurens
< C{%"/l (s
Print Date /19.07.2022 Print Date (19 0177027 Print Date /19,07.2022
Hara: Hara: 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
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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

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral ¥6HISHE400° iR 325 mg
Hpoayxkr Uoykaun® Dxenpece (udynpodeH + napaneramon), NOPOLIOK [Jisi IPUTOTOBJIEHHS
pacTBOpa AJS MpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 'V2201303 Batch Quantity / : 158850.00 units /158850
Cepns Ne Obbem naprun COMHNL
Analytical Report No. / : 890001601794 Date of Analysis / : 19.07.2022
AHaJuTndecKHui oTuyeT No Jdarta ananuza
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
Jata npousBoacTBa T'ogen no
Analysis performed according ND / Auasnu3 nposenen mo HJI: JIIT-007239-300721

Ne Test / IlokasaTen

Result / Pe3yabTaThl

Specification / Hopma

7 |Water / Boaa

52%

8 Related substances /

POHCTBCHHble InpuMecu

- ibuprofen / ubynpoghen

- paracetamol / napauemamon

BDL(Disregard Area 12172)

BDL

| Below limit of Detection (LOD:
| 0.01%)

BDL(Disregard area 7886)

Below Disregard Limit

9 |Uniformity of dosage units /
OAHOPOAHOCTE J03UPOBAHMS

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

10.1

8.1

Not more than 8.0 % w/w. / He 60nee 8,0 %.

Individual unidentified impurity - not more
than 0.15 %. / Enunuunas
HeuJeHTUGHUHPOBaHHAS TPUMEChH - HE
oonee 0,15 %.

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

Impurity K - not more than 0.15%. /
[Ipumecs K - He 6onee 0,15 %.
Individual unidentified impurity - not more
than 0.10%. / EnuHu4Has |
HEUJEHTUPHULUHPOBAHHAS PUMECh - HE
oonee 0,10 %.

Total impurities - not more than 0.5%. /

Cymma npumeceit - He Goree 0,5 Y.

Acceptance value (AV) should not be more
than 15.0. / Ilokazarens npueMiaeMoCTH
(AV) nomxeH ObITh He 6oee 15,0.

Acceptance value (AV) should nol be more
than 15.0. / Ilokxa3artenb pueMiaeMoCTH

(AV) nomxeH 6bITh He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr coorBercTByeT Tpebosanusam HJI 3akmouenue: OJOBPEHO
Prepared by / Naresh Kumar | Checked by / Rajeev Gandhi Approved by: Manager/Executive / Manoj Kumar
[loarorosneHo: i IIpoBepeno: j" | Opnobpeno: Menemxep / PykoBoantens
= G (Pt
Print Date /19.07.2022 Print Date /19.07.2022 Print Date /19.07.2022
Hara: Hara: 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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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sOMHSH A NE™ 325 mg
Hpoaykr U6yxaun® Dxenpece (nGynpoden + mapaneramoi), HOpPOLIOK A5l IDPUTOTOBJIEHUS
pacTBOpa JJisl IpueMa BHYTPb, 400 mr+325 mr .
Batch No. / 1 V2201303 Batch Quantity / : 158850.00 units /158850
Cepusa Ne Obbem napTuu EIIHILL
Analytical Report No. / : 890001601794 Date of Analysis / : 19.07.2022
AHAJIUTHYECKHUI oTYeT Ne Jata anajusa
Date of Manufacture / ~ : JUN. 2022 Date of Expiry / : MAY. 2024
JaTta npousBoacTea I'omen no

Analysis performed according ND / Anaans nposenen no H: JIT1-007239-300721

Result / PesyabTaThl |

Specification / Hopma |

N | Test / IlokazaTenn |
10 | Microbial limits /
Mukpobnosornyeckas 4ucToTa 2 CFU/g
NIL CFU/g
Absent

|
a) Total aerobic microbial count - not more
than 1000 CFU/g. /
[O61ee unco a3pobHBIX MUKPOOPraHU3MOB |
- He 6onee 1000 KOE/T.
b) Total combined yeasts and mould - not
more than 100 CFU/g. /
OO611ee 4HMCNIO APOAOKEBLIX M IECHEBBIX
I|"p1/16013 - He 6onee 100 KOE/T.
) Escherichia coli - shall be absent per 1 g./
[Escherichia coli - orcyrctBue B 1 1.

11 | Assay /
| onpeneseHne
- ibuprofen / ubynpogen

Koanyecreenuoe

- paracetamol / napayemamon

396.9 mg (99.2 %)
396.9 Mr (99.2 %)

324.7 mg (99.9%)
324.7 mr (99.9%)

3600 mg to 440.0 mg of Ci;3H;30|
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 mMr
CisHisO2 (ubynpoden) (ot 90,0 % 1o
110,0 % OT HOMHUHAJBHOTO COAEPKAHUS) B
OJTHOM MaKeTHKe.

2925 mg to 357.5 mg of CsHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mMr 10 357,5 mr
CsHoNO, (mapaueramon) (or 90,0 % mo
110,0 % OT HOMHUHAJIBHOTO COJEPKAHUS) B
OJTHOM MaKeTHKe.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponykr coorBeTcTBYeT TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akiawuenune: OJJOBPEHO

Prepared by / Naresh Kumar

ITogrorosneHo: / V.
LN o -

o
-

Checked by / Rajeev Gandhi

IMpoBepeHo: @/

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxkep / PykoBonurens

rmdual

Print Date /19.07.2022
Jlata:

Print Date /19.07.2022
Jlara:

Print Date /19 07 2022
JHara:

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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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJMBA 1. 491 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral Y81 THIELYG- RE+ 325 mg ]
IlpoaykT Uoykamn® Dxenpece (ubynpoden + napaueramMoJt), NOPOLIOK AJIsl HPUTOTOBJIEHUS
pacTBOpa LISt IPHEMA BHYTPb, 400 Mr+325 mr
Batch No. / : V2201303 Batch Quantity / : 158850.00 units /158850
Cepusi No Obbem mapruu eanHNL
Analytical Report No. / : 890001601794 Date of Analysis / : 19.07.2022
AnaautTHueckuii oTyer No darta anannza
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
Jata npoussoacrea T'onen s10

Analysis performed according ND / Auanns npogenen o HJI: JIII-007239-300721

Ne Test / Ilokazarenn

Result / PesynabTaTel

Specification / Hopma

12 Pa_clgage / YnakoBka

5 ginasachet of a combination | 5
material (laminated
paper/LDPE/aluminum
foil/LDPE). 9p sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
NaKeTHKe u3
KOMOHHHUPOBAHHOIO
marepuana (JaMHHHPOBaHHAS | B
oymara/TIDHIT/anomunneBas

¢onbra/I[TOHII). Ilo 9
NAaKETUKOB BMECTE c
HHCTPYKLHEH no
[IPUMEHEHHIO B nayky
KapTOHHYIO.

(laminated
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack. /ITo5r g
NaKeTHKe U3
maTepHaa
6ymara/[[3HI1/anomuHueBas
¢donera/I[IOHIT). Ilo 6 mnu 9 makeTHkoB

g in a sachet of a combination material
paper/LDPE/aluminum

KOMOMHHMPOBAHHOIO
(lTaMMHMpOBaHHas

MECTe ¢ MHCTPYKLHEH M0 MPHMEHEHHIO B

MauKy KapTOHHYIO.

13 Labeling / MapxupoBka

According to ND. /B cootsetcTeuu ¢ HJI.

14 |Storage conditions /
XpaHeHue

Store below 25 °C. / Tlpu TeivmepaType He Bbilie 25 °C.

15 |Shelf life / Cpoxk rogaocTn

2 years. / 2 ropa.

Remarks :

The Product confirms to ND/
ITpumeyanne: [Tpoaykr coorercTayet Tpe6oBanmsm HJJ

Conclus

ion : APPROVED /

3axmouenne: OJJOGPEHO

[ToarorosneHo: (ﬁ/'

Prepared by / Naresh Kumar

Checked by / Rajeev Gandhi

ITposepeno:
/

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxep / PykoBoanTenb

Lu

Print Date /19.07.2022
Jara:

Print Date /19. 07 2022

Jara: JlaTa:

Print Date /19.07.2022

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: L85195AP1984PLCO04507
www.drreddys.com




