Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khel, 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 sotutiogyd00vagom 325 mg
IIponykT Hoykann® Dkenpece (ubynpoden + napaneramo.), NOPOUIOK AJIst NPUTOTOBJICHUS
pacTBOpa AJisi IpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201057 Batch Quantity / : 25806.000 units / 25806
Cepus Ne O6bem mapTun eAnniy
Analytical Report No. / : 890001598260 Date of Analysis / : 30.06.2022
Ananuruyecknii oTuer Ne JaTa ananmsa
Date of Manufacture / : May. 2022 Date of Expiry / : April. 2024
JlaTa npou3BOACTBA I'ogeH ao
Analysis performed according ND / Ananus nposeaen mo HJI: JITI-007239-300721

| Specification / Hopma

| N Test / Iloka3zaTenn - Result / Pe3ynbtaThl
1 | Description / Onucanue White powder,
characteristic odour.

XapaKTECPpHbIM 3allaXOM.

XapaKTEPHBIM 3allaxoM.

with | White to off-white powder, with a|
/| characteristic odor. / Ilopowok ot 6enoro

[Topomiok Genoro LBera c| JO MOYTH O€NOro 1BeTa, ¢ XapakTepHbIM

3anaxoM.

2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccTaHoBIIEHHBIH pacTBOP odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue BecuBeTHbIf pacTBOp € XapaKTEpHbIM
3amaxoM, C BO3MOXCHBIM COACPXKaHUEM
HeBOJNBIIONO  KOJMYECTBA  B3BELLICHHBIX
- 4acTULl.
- N Test / Iloka3aTteJn Result / PesyabTaThl Specification / Hopma

|- Color of the solution / |
| ysemnocme

Complies /
COOTBETCTBYET

Color intensity of the solution does not
exceed color intensity of reference standard
By. / PactBOp mOJDKEH OLITH OKpauleH He
Gonee HHTEHCHBHO, YeM 3TaJIoH Bo.

3 | Dissolution time /
Bpemst pacTBopeHus

Olminute 11 seconds

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

4 |pH of solution / pH pacTBOpa

6.7

5.8t07.8./0T15,8 no7,8.

Remarks : The Product confirms to ND/

ITpumeuanne: [TponyKT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Naresh Kumar | Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
ITonroroBneHo: @ [IpoBepeHo: Onobpeno: Menemkep / PykoBoguTenb
= - .l. h-_;—_d:_.-— -
Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.2022
JHara: Jlara: 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




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

CEPTUOUKAT AHAJTM3A Tel : +91 98166 56001-02
|Pr0duct : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral SONITSH IS/ NEE 325 mg ]
Ipoaykr Hoykann® Dxenpece (uGynpoden + mapamneramot), NOPOIIOK /18 IPHUTOTOBJICHHUSL
pacTBOpA jUIst IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201057 Batch Quantity / : 25806.000 units / 25806
Cepus Ne Q0bem mapTHn eIl
Analytical Report No. / : 890001598260 Date of Analysis / : 30.06.2022
AHasuTHYeCKHI1 oTyeT No JlaTa ananuza
Date of Manufacture / : May. 2022 Date of Expiry / : April. 2024
Jara npoussojcrsa Tlogen a0

Analysis performed according ND / Anajiu3 nposejie no HI: JIII-007239-300721

| Test / IToxazaTenb
Identification / [longJIMHHOCTE

A) by HPLC / BOKX

Ne
5

— Ibuprofen / udynpoden

— Paracetamol / nhapauemamon

\B) by HPLC-UV / BOXKX-Y®
i— Ibuprofen / ubynpoden

— Paracetamol / napayemamon

Particle size / Pazmep YaCTHI

Result / PesysbTaThl

Specification / Hopma

| The retention times of the main peaks in the '

Complies /
CootseTcTBYET

| Complies /
CoOoTBeTCTBYET

chromatograms of test solutions should
correspond to those in the chromatograms of
reference  standards solution (Assay
section). / BpeMsl yaepx1BaHUs OCHOBHBIX
NMKOB Ha XpOMaTorpamMMax HCIBITYEMBIX
| pacTBOpPOB ~ JOJDKHBI  COOTBETCTBOBATh
BpeMeHaM YIAEPXKUBAHUSA
COOTBETCTBYIOLIMX OCHOBHBIX IHKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHAApTHBIX
obpasios  (paszmen  «KosjHM4eCTBEHHOE
| onpesieneHney).

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposeneHnd  Tecta  «KoJMYECTBEHHOE
onpeneneHue» Y®-CIEKTPbl UCILITYEMBIX
PacTBOPOB JOMKHBI COOTBETCTBOBATh Y D-
crHeKTpam CTaHAAPTHBIX pacTBOpOB
| u6ynpodena 1 mapaLeTamora.

100 %

89 %

Particle size less than 2 mm — not less

than 95 %; / YacTul pa3sMepoM MeHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / vacTuLl pa3MeEpPOM MeHee

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/

Ipumeyanne: IIponykT cooTBeTCTBYET TpeboBanmsM HJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Naresh Kumar Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[loarorosieHo: @ [IpoepeHo: p Onodpeno: Menemxep / Pykosonurens
— ' = L
¢
Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.2022
Jara: 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
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSI

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

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

CEPTUD®HKAT AHAJIM3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sl 900VAEDP 325 mg
IpoaykTt Hoykaun® Dxenpece (uGynpoden + napaueramo), OpooK sl NIPHTOTOBJICHUS
pPACTBOPA /LISt MpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2201057 Batch Quantity / : 25806.000 units / 25806
| Cepug Ne O0Bem mapTuu eIHUL
Analytical Report No. / : 890001598260 Date of Analysis / : 30.06.2022
AHaauTH4YecKHii oTuer No HarTa anaanza
Date of Manufacture / : May. 2022 Date of Expiry / : April. 2024
JlaTa npou3BOACTBA Tlonen a0

Analysis performed according ND / Anaaus nposeaen no HJL: JIIT-007239-300721

Specification / Hopma

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

PoacTBeHHBIE IPHMECH

- tbuprofen / ubynpogen

- paracetamol / napayemamon

__NQ | Test / Iloka3aTenn Result / PesyabTaTsi
7 |Water / Boga 5.4 %
|
8 [Related substances /

BDL (disregard area 12175)

BDL

Below limit of Detection (LOD:
0.01%)

BDL(Disregard arca 8257)

BDL

Individual unidentified impurity - not more
than 0.15 %. / EnyHn4Hag
HeUAeHTHGUIMPOBAHHAS NPUMECD - HE
6onee 0,15 %.

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

Impurity K - not more than 0.15%. /
[Tpumeck K - He Gonee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / Equnuynas
HeuAECHTHU (UM POBAHHAS TPUMECH - HE
Gonee 0,10 %.

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

Uniformity of dosage_units /
OaHOPOTHOCTD 103UPOBAHHA

- ibuprofen / ubynpoen

- paracetamol / napayemamon

53

5.6

Acceptance value (AV) should not be more
than 15.0. / IToka3atens IPUEMIIEMOCTH
(AV) nomkeH 66T He 6onee 15,0.

Acceptance value (AV) should not be more
than 15.0. / Ilokazatenp IpHEMJIEMOCTH

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

Remarks : The Product confirms to ND/

Tpumeuanue: [IposykT cooTBeTCTBYET Tpedosannam HJL

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Prepared by / Naresh Kumar Checked by / Pardeep Kumar Approved by: Manager/Executive / Amit Kumar
[oarorosineHo: IposepeHo: Onobpeno: Menemkep / PykoBonutens
S —
2 - A
Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.2022
Harta: Jlara: 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




Dr.Reddy’s ":‘

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

CERTIFICATE OF ANALYSIS = o opan H.p, 173 205, INDIA

AHajauTHYecKuii oTyeT Ne

CEPTUDUKAT AHATH3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solWitoH 408VALEE P 325 mg B
Mpoaykr : Hoykaun® Dxenpece (nGynpoden + napaneramon), HOPOLIOK 1/isi IPUTOTOBJIEHHSI
pacTBopa st NpHeMa BHYTPhb, 400 mr+325 mr
Batch No. / : V2201057 Batch Quantity / : 25806.000 units / 25806
Cepus Ne O6bemM mapTHu eJHHHL
Analytical Report No. / : 890001598260 Date of Analysis / : 30.06.2022

JlaTa anaausa

Date of Manufacture /
JlaTa npou3BOACTBA

: May. 2022 Date of Expiry / : April. 2024

T'open mo

Analysis performed according ND / Anasiu3 nposeaen no HJI: JIII-007239-300721

Specification / Hopma I

a) Total aerobic microbial count - not more

O6b1ee 4ucyo a’3pobHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and mould - not
Ob111ee 4MCI0 IPOAOKEBBIX M IUIECHEBBIX

rpu6os - He 6onee 100 KOE/T.
Ic) Escherichia coli - shall be absent per 1 g./

Ne | Test / HoxasaTenn : Result / PesyabTaThl
10 | Microbial limits /
MHuKpPOGHOIOTHYEeCKAS YUCTOTA | NIL CFU/g
than 1000 CFU/g. /
- He 6onee 1000 KOE/T.
BIIL. CEClig more than 100 CFU/g. /
Absent

11 | Assay / KonuyectBenHoe

onpeaeenye
- ibuprofen / ubynpogen 393.7 mg (98.4%)

393.7 mr (98.4%)
- paracetamol / napayemamon 321.4 mg (98.9%)

321.4 mr (98.9%)

Escherichia coli - orcyTcTBUe B 1 T. |

360.0 mg to 440.0 mg of CiHisO2
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr no 440,0 mr
C13His02 (ubynpoden) (or 90,0 % mo
110,0 % OT HOMHHANBEHOIO COAEPXKAHUA) B
OJIHOM TaKeTHKE.

2925 mg to 357.5 mg of CsHoNO,
(paracetamol) (90.0 % to 110.0 % of label
| claim) per sachet. /Ot1292,5 mMr 10 357,5 Mr
{CsHgNO; (napaneramon) (ot 90,0 % 1o
110,0 % OT HOMMHAJIBHOTO COIEPKAHUR) B
OJIHOM TIaKETHKE.

Remarks : The Product confirms to ND/
ITIpameuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Naresh Kumar

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

ITonrotomnexo: & [TposepeHo: . Onobpeno: Menemkep / PykosonuTenb
g C__:-{-’t Ill o _____‘.:;\:_:__ -
\
Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.2022
Jara: 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
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

CEPTUDOHUKAT AHAJIM3A

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

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sslwtedi 408yagom 325 mg
Ipoayxr Hoykaun® Dxenpece (ubynpoden + napaneramoJr), NOPOUIOK st IPHIOTOBJIEHHS
pacTBOpA 1Jis NpHemMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2201057 Batch Quantity / : 25806.000 units / 25806
Cepus Ne Obbem naprTuu €JMHHNLL
Analytical Report No. / : 890001598260 Date of Analysis / : 30.06.2022
AHaauTHYecKuil oTueT No JlaTa aHaau3a
Date of Manufacture / : May. 2022 Date of Expiry / : April. 2024
JlaTa npou3BOACTBA I'ogen o

Analysis performed according ND / Ananus nposeaen mo HJI: JI11-007239-300721

Ne ‘Test / IokazaTeab i

Result / Pe3yabsTaThl

Specification / Hopma

12 Package / YnakoBka

~ 14 | Storage conditions /
Xpanenue

13 |Labeling / MapKupoBKa

material

paper/LDPE/aluminum

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

paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient

foil/LDPE). 6 sachets and|information leafletin carton pack./Ilo5rB
patient information leaflet in naxeruke u3 KOMOMHMPOBaHHOTO
carton pack. / [lo 5 r B|marepuana (naMHHUpOBaHHAs

naKeTHke
KOMOWHHUPOBaHHOIO

MartepHana (JaMUHUpPOBaHHAs
| 6ymara/[[DHI1/antomunuesas

u3 | 6ymara/T[IOHI1/anmomunaneBas
donpra/IIBHI). Ilo 6 nmi 9 nakeTMKoB
BMECTE C MHCTpYKUHEH MO MPUMEHEHUIO B
nayky KapTOHHYIO.

| onbra/[ISHIT). Ilo 6
NMaKeTUKOB BMECTE c
HHCTpYKUMER 1o |
NPHUMEHEHHIO B naukKy
KapTOHHYIO.

According to ND. / B cootserctsuu ¢ HJI,

Store below 25 °C. / Ilpu Temneparype He Bbiwe 25 °C.

15 |[Shelflife / Cpox roaHoctH

2 years. / 2 roga.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYET TpebGoBanuam HJI

Conclusion : APPROVED /
Saxmouenne: OJIOBPEHO

Prepared by / Naresh Kumar

Checked by / Pardeep Kumar

Approved by: Manager/Executive / Amit Kumar

[MonrorosneHo: @ IIposepeno: OnobpeHo: Menemykep / Pykosonurens
N
QL/ | N ——
Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.2022
Jara: 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
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