Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product
IIpoayxkr

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral scﬁﬁ”t‘i"o%ir?lﬂﬂ"ﬁﬁfi‘ 325 mg
Woyrann™ Sxenpece (nbynpoden + napayeramol), HOPOLIOK 18 NPHIOTOBJICHHS
pacTBOpA /s IpdeMa BHYTpb, 400 Mr+325 mr

Batch No. /
Cepust Ne

1 V2201242

Batch Quantity /
O6beM napTHH

: 25592.000 units / 25592
eINHULL

Analytical Report No. /
AHaJuTHuyecKHH oTueT No

: 890001599988

JlaTa aHa

Date of Analysis /

: 09.07.2022
Jau3a

Date of Manufacture /
JlaTa npon3BoacTBa

: JUN. 2022

Toaen oo

Date of Expiry /

: MAY. 2024

Analysis performed according ND / Anaaus nposeaen no HJI: JII1-007239-300721

_Ne | Test / ITokasaresb
1 |Description / Onucanune

| White

Result / PesyabTaThs

Specification / Hopma

powder, with
characteristic odour. /
Iopouiok ©Oenoro 1BeTa ¢
XapaKTepHbIM 3aaxoM.

XapaKTEePHBIM 3aMaxoM.

White to off-white powder, with a
characteristic odor. / [Topomok ot 6enoro
J0 noyTH 6ejioro LBeTa, C XapaKTEPHBIM
3ar1aXOM. |

2 |Reconstituted solution / Complies Colourless solution with a characteristic
BoccTaBOBJIEHHBIA PACTBOP odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue becnpeTHpIii pacTBOp C XapaKTepHBIM
I 3anaxoM, € BO3MOXHBIM COJEpPXaHUEM
HEeGONBLIONO  KOMMYECTBA  B3BELUIEHHBIX
L | yacTuL. -
C N Test / IlokasaTenn Result / PeayabTaThl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
yeemHocmas COOTBETCTBYET exceed color intensity of reference standard
By. / PactBOp HomkeH OBITL OKpallieH He
L. fonee MHTEHCHBHO, YeM 3TaJioH By,
3 |Dissolution time / 0lminute 05 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpemsa pacTBopeHus |
4 |pH of solution / pH pacTBOpa 6.7 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/

IIpumeuanne: [Tponykr cooTBeTcTBYET Tpeboanusam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by+/ Pawan Kumar Checked by / Pravesh Rana Approved by: Manager/Executive / Kusum Lata

[Tomrorosnexo: IIporepeHo: / OnobpeHo: Merekep / PykopoanTenb
\c‘ﬁv‘& N2

Print Date /09.07.2022 Print Date /09.07.2022 Print Date /09.07.2022

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: L85195AP1984PLC004507
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

CEPTUDPUKAT AHAJIU3A Tel : +91 98166 56001-02
Product Ibuclin Express (Ibuprofen+P_aracetamol), powder for oral solution, %i;img 1325 m—g__ -
Ipoaykr Noykaun® Ixenpece (uGynpodeH + napaueramod), TOPOIWOK AJist IPUTOTOBJIEH NS
I pacTBOpa s pUeMa BHYTPb, 400 mr+325 mr
Batch No. / 1 V2201242 Batch Quantity / : 25592.000 units / 25592
Cepus Ne O6bem napruu eAMHHIL
Analytical Report No. / : 890001599988 Date of Analysis / : 09.07.2022
Ananurndecknii oTyer No Jarta ananusa
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JaTta npon3BoacTsa T'omen no

Analysis performed according ND / Ananns nposeaen no HJL: JI1-007239-300721

L Ne | Test / TlokazaTenn
5 [dentification / IToaxMHHHOCTH

4) by HPLC / BOKX

— Ibuprofen / ubynpoen

— Paracetamol / napauemamon

B) by HPLC-UV / BIKX-Y®
— Ibuprofen / ubynpogren

— Paracetamol / napauemamon

Result / Pe3ynbTaThl

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). / Bpema ynepXuBaHHUs OCHOBHBIX
[IMKOB Ha XpPOMATOTpaMMax HCIHBITYeMBbIX
pacTBOpPOB  JOJDKHBI  COOTBETCTBOBATH
BpEMEHaAM YAEpKUBaHNS
COOTBETCTBYIOLIAX OCHOBHEIX IHMKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHHAAPTHBIX
obpasuoB  (pasgen  «KoNMYECTBEHHOE
onpeeneHne).

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  «KOJIMYECTBEHHOE
onpeneneHue» Y®-CIEKTPbl KCIBITYEMbIX
pacTBOPOB JOJKHBI COOTBETCTBOBATh Y-
CIIEKTpam CTaHIapTHBIX pacTBOpOB

[ n6ynmpodena u napaueTamona.

6 |Particle size / Pazmep yacTuy

100 %

94 %

Particle size less than 2 mm — not less

than 95 %; / YacTui pasMepoM MeHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / vacTHLl pa3MEPOM MEHee

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/

Ipumeuanue: [TpoaykT coorBeTcTBYET TpeboBaHuAM H]|

Conclusion : APPROVED /
Zaxmaouenue: OJOBPEHO

Prepared by / Pawan Kumar
IToaroroBneHo:

Gl

Checked by / Pravesh Rana
[TposepeHo:

A

Approved by: Manager/Executive / Kusum Lata
Onobpeno: Mernemxep / PykosoauTenb
W Q

2 f

Print Date /09.07.2022
Jara:

Jlarta:

Print Date /09.07.2022

Print Date /09.07.2022

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: L85195AP1984PLC004507

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

CEPTH®HKAT AHAJIHM3A

Tel : +91 98166 56001-02

S, LU

|PoacTBeHHbIE IMpUMECH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Less than LOQ (0.04%)

Less than LOQ

Below limit of Detection (LOD:
0.01%)

BDL(Disregard area 7345)

Product Ibuclin Express (Ibuprof_en+Paracetamol), powder for oral:;?)iutf{')n,re-ﬁl?lymg 325 mg
poaykr H6ykaun® Dxcnpece (nGynpoden + napaneramod), MOPOIIOK AJisi IPHIOTOBIEHHS]
pacTBopa Ajsi npHemMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2201242 Batch Quantity / : 25592.000 units / 25592
Cepusn Ne O6nem napTuu eANHUL
Analytical Report No. / : 890001599988 Date of Analysis / : 09.07.2022
AHangTu4yeckuii oTyer Ne JaTa ananusa
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npon3BOACTBA Togen no
Analysis performed according ND / Auann3 nposenen no H/L: JIII-007239-300721
N ~ Test / IToka3zaTenn Result / PesyabTaThI | Specification / Hopma
7 [Water / Boaa 5.6 % Not more than 8.0 % w/w. / He Gonee ?3,0 %.
8 |Related substances /

Individual unidentified impurity - not more
than 0.15 %. / EnyiHu4Has
HEMJEHTHGUIHPOBAHHAS TIPUMECH - HE
6osee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / EnuHn4Has
[HenneHTHDUIIHPOBaHHAS TPUMECH - HE
oonee 0,10 %.

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

- paracetamol / napauemamo

BDL
9 |Uniformity of dosage units /
OIHOpPOIHOCTD 103MPOBAHUSA
- ibuprofen / ubynpoen 1.7 Acceptance value (AV) should not be more
than 15.0. / [Tokazatesb NPUEMIIEMOCTH
(AV) nomxeH ObITh He Oonee 15,0.
23 Acceptance value (AV) should not be more

than 15.0. / [Toxa3artenb IpUEMIIEMOCTH
(AV) nomxen 6biTh He Honee 15,0.

Remarks : The Product confirms to ND/
Ipumeyanne: [TpoaykT cooTBeTcTBYeT Tpedosarusim HJT

Conclusion : APPROVED /
3axmouenue: ONOBPEHO

Prepared by / Pawan Kumar Checked by / Pravesh Rana Approved by: Manager/Executive / Kusum Lata

[ToArOTOBNEHO: [posepeno: : Onobpero: Menemxkep / P(VKDBOIII-!TCIIB
%’(CL& o\ N —_: < 3 v

Print Date /09.07.2022 Print Date /09.07.2022 Print Date /09.07.2022

JHara: Hara: Jara:

Registered UHice: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, jelangana, India
Tel: +91 40 4900 2900; Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




‘... Dr. Reddy's Laberatories Ltd.

R ® Formulation Unit-6

Dr’ Reddy s .. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P,, 173 205, INDIA
CEPTUOHKAT AHAJIU3A Tel : +91 98166 56001-02

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sf{)\i\l‘mﬂ[ﬁjﬂﬁﬁvﬁfgm 325 mg_
Ipoaykr : N6ykaun® Ixenpece (ubynpoden + mapameramod), IOPOLUOK AJsi PHTOTOBJIEHHS

pacTBopa A npHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201242 Batch Quantity / : 25592.000 units / 25592
Cepust Ne QobeM napTun EIIHULL
Analytical Report No. / : 890001599988 Date of Analysis / : 09.07.2022
AganurHyeckuil oTyetr Ne JlaTa ananusa
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
Jlata npou3BoOJACTBA Tonen po
| Analysis performed according ND / Auanns nposesien no HJL: JIT-007239-300721

- Ne ' Test / lloka3aTeJb Result / PesyabTars! | ~ Specification / }@Ma_

10 | Microbial limits /
: Mukpo6uonornyeckas 4YHMcToTa NIL CFU/g a) Total aerobic microbial count - not more

than 1000 CFU/g. /
O061Lee Yucyo adpoOHbBIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/T.
b) Total combined yeasts and mould - not

| NIL CFU/g more than 100 CFU/g. /
OO6Liee 4HCIO HPOAOKEBBIX M IUIECHEBBIX
rpu6oB - He Gonee 100 KOE/T.
Absent c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTaue B 1 T.

11 | Assay _/ KoanuecTBensoe
|

onpeaelieHAE
- ibuprofen / udynpogpen ' 403.2 mg (100.8%) 360.0 mg to 440.0 mg of CisHisO:
403.2 mr (100.8%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 Mr
! C13H302 (ubympoden) (ot 90,0 % a0
' 110,0 % OT HOMHHANLHOTO COZEpXKaHMUs) B
| omHOM MakeTHKe.
l_
- paracetamol / napayemamon 331.9 mg (102.1%) 2925 mg to 357.5 mg of CsHyNO:
331.9 mr (102.1%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / O1292,5 Mr 5o 357,5 Mr
CgHoNO, (mapanetamon) (ot 90,0 % mo
110,0 % OT HOMHHAJILHOTO COJIEPXKAHM) B
OJIHOM TAKETHKE.
|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cootBeTcTByeT Tpebosanusm HIT 3axkmouenne: OJJOGPEHO
Prepared by / Pawan Kumar Checked by / Pravesh Rana Approved by: Manager/Executive / Kusum Lata
TToaroToBneHoO: IIposepeno: L{\ Onobpeno: Menemxep / Py:g OJIUTENb
\t,fn.\fﬁ’ ' }g&/
Print Date /09.07.2022 Print Date /09.07.2022 Print Date /09.07.2022
Hara: Hara: Hara:

Registared 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 Laboratories Ltd.
?_ ™3 ! )
Formulation Unit-6
Dr’ Reddy S e Vill. Khol, Nalagarh Road, Baddj,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, IND|A
CEPTUDPUKAT AHAJIU3A Tel : 491 98166 56001-02

E
(S 2,007

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, mg + 325 mg
Npoaykr : Hoykaun® Dxenpece (uGynpoden + napaneramos), 10POLIOK sl IPHTOTOBJICHHS
pacTBopa AJs NpHemMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2201242 Batch Quantity / : 25592.000 units / 25592
Cepus Ne Ob6pem napruu CAMHUL
Analytical Report No. / : 890001599988 Date of Analysis / : 09.07.2022
AHaguTHYeCKHI oTueT No JlaTa aHanu3a
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JaTta npousBoacTea Togen no
Analysis performed according ND / Anannsz nposegen mo HJI: JIII-007239-300721
N [ ~ Test/ IlokasaTenn | Result/ PesyabTaTbl t_ ' Specification / Hopma - .
12 |Package / YnakoBka 5 gin asachet of a combination |5 g in a sachet of a combination material
material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient |
foil/LDPE). 6p sachets and information leafletin carton pack./Ilo5r B
patient information leaflet in|nakeruxe U3 KOMOWHUPOBAHHOTO
carton pack. / Ilo 5 r B|marepuana (JTaMMHMpOBaHHasA
NaKeTHKe n3 | 6ymara/[IDHII/amomMunueBas
KOMOWHHPOBaHHOIO tdonera/[I1HII). Ilo 6 um 9 naxeruxos

MaTteprana (JaMHHHPOBaHHAs | BMeCTe ¢ MHCTpyKLMeH 10 MPUMEHEHUIO B
6ymara/[IDOHIT/anroMiHKeEBas | 124Ky KapTOHHYIO.
¢onsra/I[IOHIT). Ilo 6

NaKeTUKOB BMeECTe c
WHCTpYKLUEH mno
MIPUMEHEHHIO B nayKy
- KapTOHHYIO. -
13 |Labeling / MapkupoBka According to ND. / B cootsetcTBuu ¢ H/I.
14 |Storage conditions / Store below 25 °C. / [Ipu Temneparype He Bbitue 25 °C.
[ Xpanenne
|
15 |Shelf life / Cpok rogaocTn 2 years. / 2 roja.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpnmeyanue: IIponykT cootBeTcTBYET TpebGoBanuam HII 3akmovenue: OJNOBPEHO
Prepared by / Pawan Kumar Checked by / Pravesh Rana Approved by: Manager/Executive / Kusum Lata
[MoaroToBneHo: IIporepeHo: [ Onobpeno: Menemxep / PykosQautens
Print Date /09.07.2022 Print Date /09.07.2022 Print Date /09.07.2022
Hara: Hara: Hara:

Registered Office: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, fFax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1884PLC0O04507
www.drreddys.com




