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

_ CEPTU®UKAT AHATH3A Tel : +91 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soMBHd400dYeecen32S mg
Ipoaykr Noykauu” Ixenpece (udynpoden + napayetamo.r), IOPOLIOK AJIst IIPHIOTOBJIEHHSI
pacTBopa Jist IpHeMa BHYTpbL, 400 mr+325 mr
Batch No. / : V2201296 Batch Quantity / : 151002.000 units /151002
Cepns Ne O6beM mapTun CAHHIIL
Analytical Report No. / : 890001600860 Date of Analysis / : 12.07.2022
AHanurHyecknii oTyeT Ne Jara ananusa
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa nIpou3BOACTBA T'oaen no

Analysis performed according ND / Anamms nposeaen no HJL: JITI-007239-300721

Specification / Hopma |

' Ne 1 Test / Iloka3aTenanb Result / Pe3yabTaTbl
1 |Description / Onucanue White powder, with
characteristic odour. /

[Topouiok ©Oenoro uBera ¢
XapaKTEPHbIM 3aN1aXOM.

XapaKTEPHBIM 3allaxoMm,

White to off-white powder, with a
characteristic odor. / [Topoiok ot 6enoro
JO TIOUTH Genoro 1BeTa, ¢ XapakTepHbIM
3arnaxom.

2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccraHoBneHHbI pacTBOp odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue BecuBeTHbIi pacTBOp € XapakTepHbIM
3aMaxoM, C BO3MOXHBIM COJIEpKaHUEM
HeOONBIIOrO KOJMYECTBA  B3BELICHHBIX
| yacTuu. -
Ne Test / Iloka3aTenn Result / Pe3ysabTaThl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
UGEMHOCHb CoOOTBETCTBYET exceed color intensity of reference standard
By. / PacTBOp n0JbKeH OBITh OKpalleH He
| foslee MHTEHCHBHO, 4EM 3TaJoH Bo.
3 |Dissolution time / O1minute 04 seconds Not more than 5 min. / He 6onee 5 MuH.
| Bpems pacTBOpeHHS - 1 _J
i 4 | pH of solution / pH pacTBopa | 6.7 5.8t07.8./0715,8 10 7.8. J
|

Remarks : The Product confirms to ND/

ITpumevanue: [1poaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zaxmouyenue: OJOBPEHO

Prepared by / Manish Sharma | Checked by / Ramakant Approved by: Manager/Executive / Manoj Kumar
Ioarorosngno: y— 4. ~» | IIpoBepeHo: '\ l\ _ Onobpeno: Menemxep / PykoBoauTeb
= : @ L\LL 4t =
\JLLL/ {MLA' 5
Print Date /12.07.2022 Print Date /12.07.2022 Print Date /12.07.2022
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
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHDUKAT AHAJIU3A Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Pz_1faceta_mol), powder for oral sol‘ﬁﬁmdﬁg 325 mg_ -
IpoaykT Noykaun® Ikenpecc (ndynpoden + napaueramodt), NOpoIoK [Jis NIPHTOTOBJIEHHS

pACTBOpA AJsl IpHeMa BHYTpPb, 400 mr+325 mr
Batch No. / 1 V2201296 Batch Quantity / : 151002.000 units /151002
Cepust Ne O6bem naprun CIHHNLL ]
Analytical Report No. / : 890001600860 Date of Analysis/ : 12.07.2022
AHaauTHYecKuil oTyeT No JlaTa ananu3za
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npou3BOACTBA TI'onen no

Analysis performed according ND / Ananus nposegen no HJ: JII1-007239-300721

Test / TlokazaTenn
Identification / [loaauHHOCTH

4) by HPLC / BOXX

Ne
5

— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

B) by HPLC-UV / BOXKX-Y®
— Ibuprofen / ubynpodren

— Paracetamol / napayemamon

Result / Pe3ysabTaThl

Specification / Hopma

Complies /
CooTBeTCTBYET

Complies /
CooTBeTcTByeT

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 yaep:KHBaHHs OCHOBHBIX
IMKOB Ha Xpomarorpammax MCIbITYeMbIX
pacTBOpOB  JNOJDKHB!  COOTBETCTBOBATh
BpeMeHaM YAEpXKHUBaHUS
COOTBETCTBYIOINMX OCHOBHBIX ITMKOB Ha
XpOMaTorpamMMax pacTBOpa CTaHAAPTHBIX |
obpazuos  (pazpen  «KonmyectBeHHOE ’
onpeeIeHHE).

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpn
npoBeneHun  Tecta  «KonmdecTsennoe
onpeneneHue» YD-CeKTpbl HCNBITYEMBIX
pPacTBOPOB OOMKHBI COOTBETCTBOBATh Y D-
CIIEKTpaM CTaHAAPTHBIX pacTBOpOB
udynpodeHa i1 napaneTamona.

Particle size / Pazmep yacTun

100 %

92 %

[than 60 %. / wacTull pa3MepoM MeHEE
[0,25 MM — ne meHee 60 %.

Particle size less than 2 mm — not less
than 95 %; / YacTui pazMepom MeHee 2 MM
— He Meree 95 %;

Particle size less than 0.25 mm —not less

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IHpumeuanne: [IponykT coorseTcTBYeT TpeboBaHHam HJL 3axmouenne: OJJOBPEHO
Prepared by / Manish Sharma | Checked by / Ramakant Approved by: Manager/Executive / Manoj Kumar
[loarorosneno:~——= 4 [Iposepeno: N} | 'J Onobpeno: Menemkep / Pykosonutesnn
e % L«\(y /.
Print Date /12.07.2022 Print Date /12.07.2022 Print Date /12.07.2022
Hara: Hara: Jara:
Registered Office: 8-2-237, Road (4o. 5, 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¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®HUKAT AHAJIN3A Tel : +91 98166 56001-02
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 g ¥ 325 mg _
Ilpoayxr Hoykann® Ikcupece (mdynpoden + napaueramos), IOPOWOK A8 NPHIOTOBJIECHUS
pacTBopa st npueMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2201296 Batch Quantity / : 151002.000 units /151002
|Cepus No O0nem papTuu eTHHLL |
Analytical Report No. / : 890001600860 Date of Analysis / : 12.07.2022
AHajauTHuyecKHii oTyer No JlaTta aHaJjM3a
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTta npou3BOACTBA I'onen ao
Analysis performed according ND / Ananu3s nposenen mo HJL: JITI-007239-300721

Test/ HOKaﬁlT(ﬁ
Water / Boga

Result/ Pe3yabTaThI

Specification / Hopma

5.5%

Not more than 8.0 % w/w. / He Gonee 8,0 %. '

8 |Related substances /

PoacTBeHHbBIE MpHMECH

- ibuprofen / ubynpoghen

- paracetamol / napauemamon

9  [Uniformity of dosage units /
OnHOPOIHOCTE 103HPOBAHHUSA

- ibuprofen / ubynpoghen

- paracetamol / napauemamon

BDL(Disregard Areal2447)

BDL

Below limit of Detection (LOD:
0.01%)

BDL(Disregard area 7886)

Below Disregard Limit

'than 0.15 %. / EquHndHas

| Cymma npumeceii - e bonee 0,5 %.

Individual unidentified impurity - not more

HEHAEHTHPUIIUPOBAHHAS TPUMECD - HE
6onee 0,15 %.
Total impurities - not more than 0.5%. /

Impurity K - not more than 0.15%. /
[Tpumecs K - ne 6onee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / EnunanyHas
HeuaeHTHQUIMpPOBaHHAs IPUMECH - HE
oonee 0,10 %.

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

3.7

4.0

Acceptance value (AV) should not be more
than 15.0. / [Tokazatens npueMneMoCTH
(AV) nomxeH 0bITh He Oonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / TTokazarens npueMaemMocTi

(AV) nonmxet ObITH He 6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykT coorercTBYET TpeboBanusim HJT

Conclusion : APPROVED /
3axmarouerne: OJJOBPEHO

Prepared by / Manish Sharma | Checked by / Ramakant Approved by: Manager/Executive / Manoj Kumar
[Toarorosneno:—=—=4~"7 | [IpoBepeHo: 1A Onobpeno: Menenxep / PykoBOaHTENb
T ) =) .
(bt
Print Date /12.07.2022 Print Date /12.07.2022 Print Date /12.07.2022
Hara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, ax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIN3A Tel : +91 98166 56001-02

_P_roduct

: Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solufion, 4ﬁbul)§f'gb$ 325 rrig
Npopykr : HMoykaun® Ixcnpecc (ndynpoden + napaneramoJt), NOpomoK AJst NPUroTOBJIEHHSs
pacTBOpa AJsi mpueMa BHYTpb, 400 Mr+325 mr

-}
WL UTL

Batch No. / : V2201296 Batch Quantity / : 151002.000 units /151002
Cepust Ne Obdvem nmapTun eAMHIL,

Analytical Report No. / : 890001600860 Date of Analysis / : 12.07.2022
AHaauTHyecKHnii oTyeT No Jara anaausa B

Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024

JlaTta mpon3BoacTBa Togen oo

Analysis performed according ND / Ananu3 nposenen mo HJI: JITI-007239-300721

Ne | Test / IokasaTens Result / PesyabTaThl _ Specification / Hopma
| 10 | Microbial limits /
Mukpo6uonoruyeckas YHCTOTA | NIL CFU/g a) Total aerobic microbial count - not more

than 1000 CFU/g. /

Ob1iee unucno a3pobHBIX MUKPOOPraHH3MOB
- He Donee 1000 KOE/r.

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

OObuiee 4HUCIIO JAPOMNKEBBIX U IIICCHEBBLIX
rpuboB - He Oonee 100 KOE/r.

Absent c) Escherichia coli - shall be absent per 1 g./|
Escherichia coli - orcyrcTBue B 1 1. |

NIL CFU/g

11 | Assay / KoanyecTBenHoe
onpenaejieHHe
- ibuprofen / ubynpoghen

- paracetamol / napayemamon

391.2 mg (97.8%) 360.0 mg to 440.0 mg of C;3Hi30;
391.2 mr (97.8%) (ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
Ci3Hi3O» (ubynpoden) (ot 90,0 % mo
110,0 % OT HOMHHANBLHOrO COAEPKAHUS) B
OLHOM ITaKETHKE.

331.6 mg (102.0%) 2925 mg to 3575 mg of CsHoNO-
331.6 mMr (102.0%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr no 357,5 mr
CsHoNO; (mapaneramon) (ot 90,0 % mo
110,0 % OT HOMHMHAJILHOIO COZACPKAHUSA) B
OJJHOM MaKeTHKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeqanne: [IpoaykT coorseTcTBYET Tpebosanuam HJJ 3akmoyenune: OJJOBPEHO
Prepared by / Manish Sharma | Checked by / Ramakant Approved by: Manager/Executive / Manoj Kumar
[logrorosneno: - _, .., | IIposepeno: , Onobpeno: Menemxep / Pykososnrelib
—__ =
Print Date /12.07.2022 Print Date /12.07.2022 Print Date /12.07.2022
Hara: 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: L85195AP1984PLC0O04507

www.drreddys.com




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

Vill. Khel, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJII3A Tel : +91 98166 56001-02

Product . Ibuclin Express (Ibuprofen+Paraceta_mol-), [;o_wder for oral solutlgﬁfrﬁﬁtﬁdﬁ’g 525 mg_— B
Ipoaykr Hoyrmun® Dxenpece (udynpodeH + napaneramosn), 10poImOK st IPUTOTOBIEH NS

pacTBopa AJisi npuemMa BHyTpb, 400 Mmr+325 mr
Batch No. / 1 V2201296 Batch Quantity / : 151002.000 units /151002
Cepus No O6bem napTHu EAHIIL |
Analytical Report No. / : 890001600860 Date of Analysis / : 12.07.2022
AHANUTHYECKHI oTuer No JlaTa aHaJsiu3za
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npou3BoACTBA I'onen 10

Analysis performed according ND / Anasu3 nposesen no HJI: JIT1-007239-300721

_.N'g ' Test / IlokazaTenn

12 |Package / YnmakoBka
|

Result / Pe3yabTarhbl

| 5 gin a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 9p sachets and
patient information leaflet in
carton pack. / [lo 5 r B
akeTHKe U3
KOMOUHNPOBAHHOIO
marepuana (JaMHHHpOBaHHAas
6ymara/[19HII/anioMuHueBast

Specification / Hopma

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./Ilo5rB
naxKeTHKe 13 KOMOMHHPOBAHHOTO
marepuana (naMuHMpOBaHHAS
6ymara/II2HI1/antomuuucsas
donbra/TIDHIT). Ilo 6 nan 9 naxkeTukoB
BMECTE C MHCTPYKLHEH No MPHUMEHEHHIO B
NauKy KapTOHHYIO.

donera/[THIT). Ilo 9
| NaKeTHKOB BMECTe c
HHCTPYKLHE no
IPHMEHEHHUIO nayky
KapTOHHY!O.
| According to ND. / B cootserctBun ¢ HJI.

B

13 |Labeling / MapkupoBka

14 [Storage conditions / | Store below 25 °C. / ITpu Temneparype He Bbiute 25 °C.

Xpanenue

15

Shelf life / Cpok rognocTtu 2 years. / 2 rozia.

Conclusion : APPROVED /
Zaxmwuenue: OJOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJJ

Prepared by / Manish Sharma | Checked by / Ramakant Approved by: Manager/Executive / Manoj Kumar
Moxroroeneno: —— 4 ., , | IlpoBepeno: /QJ B.(, " ﬁ/ Opnobpeno: Menenxep / PykoBoOHuTENb
= — == oy L‘h . -
Print Date /12.07.2022 Print Date /12.07.2022 Print Date /12.07.2022
Hata: Hara: Hata:

Registered Unice: o-.-337, Road No. 3, Banjara fills, nyderabad - s00034, Telangana, india
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



