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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

Tel : +91 98166 56001-02

www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg o
poaykr Noykanu® xenpece (ubynpoden + napaueramost), NOPOLIOK st IPHTOTOBCHHSI

pacTBOpa AJIs IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / 1 V2201951 Batch Quantity / : 168170.00 units /
Cepus Ne Ob6bem mapTnu 168170.00 ey
Analytical Report No. / : 890001618941 Date of Analysis / : 05.10.2022
AnanuTH4ecKuii oTuer Ne Hata ananusza .
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
JaTa npou3BoacTBa I'ogen no

Analysis performed according ND / Ananus nposegen mo HJI: JIII-007239-300721

| ‘

N |

Test / Iloka3saTesn
Description / Onucanue

Reconstituted solution /
BoccTranoBJsieHHBIH pacTBOp

pH of solution / pH pactBOpa

2 i

- appearance / onucaHue
i

- Color of the solution /
HBEMHOCMb

3 |Dissolution time /
Bpemsi pacTBopenus

4

| Result / PesyabTaThl | Specification / Hopma
i White powder, with;White to off-white powder, with a
odour. /| characteristic odor. / Ilopowok ot 6enoro

‘ characteristic

Ilopowok 6enoro usera c| a0 noutH Genoro uBeTa, C XapakTePHbIM |
XapaKTepHbIM 3armaxom. 3aMaxom. '

XapaKTEPHBIM 3allaxoM.

Complies 'Colourless solution with a chara_cterist£|

| odor shall be observed, may have small

amount of suspended particles. /
| BecuBeTHbI pacTBOp € XapaKTEPHBIM
3anaxoM, C BO3MOXHBIM COAEpXKaHHEM
HeOONBUIOr0  KOJHMYECTBA  B3BElIEHHbIX

HACTHLL
Complies / Color intensity of the solution does not
CooTtBeTcTByeT exceed color intensity of reference standard

Bo. / PacTBop nomxeH ObITh OKpalleH He
6oJee UHTEHCUBHO, Y4EM 3TalloH Bo.

00 minute 59 seconds ;Not more than 5 min. / He Gonee 5 MuH.

6.7

5.8 t07.8./015,8 1o 7,8.

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoayxT cootBeTcTBYET TpeboBaHHsM H]I

Conclusion : APPROVED /
3axaruenue: OJOBPEHO

Prepared by / Ankaj Verma

[ToAroTOBNEHO: Zg/

Checked by / Naresh Kumar

IlpoBepeHo: c
(8
< -

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

1@};5/6

Jara:

Print Date /05.10.2022

Print Date /05.10.2022
Hara:

Print Date /05.10.2022
JHara:
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CIN: L85195AP1984PLCO04507
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CEPTUDPHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxT Uobykaun® Dxenpece (ubynpoden + napaneramMmon), 1OPOUIOK AJI5 MPHIOTOBJICHUS
pacTBopa jjisi npHeMa BHVTPb, 400 mr+325 mr
Batch No. / : V2201951 Batch Quantity / : 168170.00 units /
Cepus Ne Oobem napTun 168170.00 enunuy
Analytical Report No. / : 890001618941 Date of Analysis / : 05.10.2022
AHaauTH4deckuii oTyeT No JaTa ananu3a
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
Jata npousBojcTea T'open no
Analysis performed according ND / Anaaus nposegen o HJI: JII1-007239-300721
| Ne |  Test/TlokaszaTens | Result / PeayapTaThI i Specification / Hopma
5 [dentification / IlogauanocTh ! The retention times of the main peaks in the
chromatograms of test solutions should
‘ L) by HELC/ BIAKX correspond to those in the chromatograms of ‘
' — Ibuprofen / ubynpogen Complies / reference  standards  solution  (Assay|
CoOTBETCTBYET section). / BpeMs yaepKHBaHHUS OCHOBHBIX
— Paracetamol / napayemamon MUKOB Ha XpoMaTorpamMMax HCHbITYEMbIX
‘ pacTBOPOB  JOJXKHBI  COOTBETCTBOBATH
BpeMeHaM YAEpXKUBaHUS
' COOTBETCTBYIOLLMX OCHOBHBIX MHKOB Ha
, xpomarorpamMmmax pacTBopa CTaHIAapTHBIX
| obpasuoB  (pazmen  «KommuectBeHHOE
| _ | onpesiesIEHHEY). |
' B) by HPLC-UV / BOXX-Y® When carrying out the "Assay" test, the|
UV spectra of the test solutions should
— Adbuprofen / ubynpocpen Complies / correspond to those of ibuprofen and
\— Paracetamol / napayemamon CooTtBeTcTBYET paracetamol standard solutions. / Tlpu
npoBegeHun  Tecta  «KonuuecTsenHoe
onpenencHue» YD-cNeKTpbl UCIBITYEMBIX
pPacTBOPOB JOJDKHBI COOTBETCTBOBATL Y D-

| criekTpam

CTaHJAPTHBIX
ubynpodeHa u napaueramorna.

pacTBOpoB

Remarks : The Product confirms to ND/
IMpumeuanue: [TponykT cooTBeTcTBYET TpeboBaHksaM HJJ

Conclusion : APPROVED /
3akiawuenue: OAOBPEHO

Prepared by / Ankaj Verma
[TOArOTOBNEHO: [ﬂ e

Checked by / Naresh Kumar
IlpoBepeHo:
@

-

Onobpero: Menemwkep / Pykosoautens

Approved by: Manager/Executive / Manoj Kumar

Print Date /05.10.2022
JIFTER

Print Date /05.10.2022
Jara:

Print Date /05.10.2022
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
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CEPTUDUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Npoaykr : W6ykaun® Ixenpece (nGynpogeHn + napaneTamolt), IOPOLWIOK AJIsl NPUTOTOBJIEH Hs
pacTBOpPA IS IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2201951 Batch Quantity / : 168170.00 units /
Cepus Ne O0pem mapruu 168170.00 ennHuu
Analytical Report No. / : 890001618941 Date of Analysis/ : 05.10.2022
| AHaJIHTHYeCKH i oTueT Ne Jdata anannsa
Date of Manufacture / : Sep. 2022 Date of Expiry/ : Aug. 2024
Jarta nponseoacrea I'ogeH o
Analysis performed according ND / Ananiu3 nposenen no HJ: JIIT-007239-300721

Ne | Test / IlokazaTesn Result / PezyabTaThl | Specification / Hopma
6 IParticle size / Pa3mep uacTtun 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuu pasmepoMm meHee 2 MM
— He MeHee 95 %;
94 % Particle size less than 0.25 mm — not less !
than 60 %. / yvacTuL pazMepoM MeHee
0,25 MM — He MeHee 60 %. !

7 |Water / Boaa _' 5.0% Not more than 8.0 % w/w. / He Gonee 8,0 %.

8 [Related substances /

Poacreennbie npuMecH

- ibuprofen / ubynpodhen Less than LOQ (LOQ:0.04%) |Individual unidentified impurity - not more
than 0.15 %. / Enunuunas
HEeUJEHTHDHLHPOBaHHAS TPUMECH - HE

Less than LOQ Gonee 0,15 %.

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

- paracetamol / napayemamon Below limit of Detection (LOD: |Impurity K - not more than 0.15%. /
0.01%) ITpumeck K - e 6onee 0,15 %.

BDL(Below Disregard area 7892) (Individual unidentified impurity - not more
than 0.10%. / Enuuuynas
HenaeHTH(GULUMPOBaHHAS IPUMECE - HE

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: ITpogykr coorsercrayer TpeGosanusam HJL 3akniouenne: OJIOBPEHO
Prepared by / Ankaj Verma Checked by / Naresh Kumar Approved by: Manager/Executive / Manoj Kumar
Iloarorosneno: 5 IIpoBepeHo: Onobpeno: Menenxep / PykoBoaiTeib
( \l}_’ ‘L_L__U__,
Print Date /05.10.2022 Print Date /05.10.2022 Print Date /05.10.2022
Jara: Hara: Hara:
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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
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CEPTHOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
IIpoaykr Uoykmun® Ixenpece (ubynpoden + napaneramout), NOPOWIOK AJS NPUTOTOBICHHUSA
pPACTBOPA Ui npueMa BUyTpb. 400 mr+325 mr
Batch No. / 1 V2201951 Batch Quantity / : 168170.00 units /
Cepns Ne O06bem naprum 168170.00 enuniin
Analytical Report No. / : 890001618941 Date of Analysis / : 05.10.2022
AHAaJINTHYECKHIT oTueT Ne Jara anannuza
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
Jata npoussojgcrsaa I'ogen go
Analysis performed according ND / Ananus nposenen no H/T: JITI-007239-300721
| Ne ] Test / IlokazaTens | Result/Pe3yabraTs | Specification / Hopma ]

Below Disregard Limit

9 |Uniformity of d;)sage units /

‘ OQHOPOIHOCTH NO3UpPOBAHMS

Gonee 0,10 %.
Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.

Acceptance value (AV) should not be more
than 15.0. / [TokazaTens TPUEMAEMOCTU
(AV) nomxkeH 6bITh He Gonee 15,0.

Acceptance value (AV) should not be more |
than 15.0. / Tlokazartesp npueMieMocTH
(AV) nomxeH 6bITh He 6onee 15,0.

10 | Microbial

- ibuprofen / uéynpodhen 4.4
- paracetamol / napayemamon 3.6
limits /|
Mukpobuosiornyeckasi YMCTOTA NIL CFU/g
than 1000 CFU/g. /
- He Oonee 1000 KOE/T.
NI
L CFU/g more than 100 CFU/g, /
Absent

a) Total aerobic microbial count - not more

b) Total combined yeasts and mould - not

OGliiee 4HCIO JPONOKEBBIX M IUJIECHEBBIX
rpudos - He 6onee 100 KOE/T.
c) Escherichia coli - shall be absent per 1 g./

O01ee uucno a3podHbIX MUKPOOPraHH3MOB |

Escherichia coli - orcytcrBue B 1 T.

Remarks : The Product confirms to ND/

ITpumeuanue: [TponykT cooTBeTCTBYET TpeboBanusam H]J

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Ankaj Verma

IMoarorosnexo: ﬁ

Checked by / Naresh Kumar
IIposepeHo: &
g

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

}w [ LLrs (

Print Date /05.10.2022
Jara:

Jara:

Print Date /05.10.2022

Print Date /05.10.2022
Hara:
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : Héykann® Ixenpece (ubynpoden + napaneramoJi), NOPOLIOK JAJISI IPUTOTOBJCHHUS

pacTBopa st IpHemMa BHyTpb, 400 mr+325 mr
Batch No. / : V2201951 Batch Quantity / : 168170.00 units /
| Cepus Ne O6bem napTum 168170.00 equnny
Analytical Report No. / : 890001618941 Date of Analysis / : 05.10.2022
AnajHTHYeCKMii oTueT No Hata ananu3a -
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
HdaTta npou3BojacTBa T'open mo

Analysis performed according ND / Ananus nposenen no HJI: JITT-007239-300721

onpegejienue

- ibuprofen / ubynpodhen

11 ‘Assay /' KonuyecTBeHHOe

- paracetamol / napayemamon

329.6 mg (101.4%) 2925 mg to 357.5 mg of CgHoNO,
329.6 mr (101.4%) (paracetamol) (90.0 % to 110.0 % of label

406.2 mg (101.6 %) 360.0 mg to 440.0 mg of C;3HisOs
406.2 mr (101.6 %) (ibuprofen) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 360,0 mr 00 440,0 mr

[C13H1302 (ubynpoden) (ot 90,0% no|
110,0 % oT HOMMHaNBHOTO conepKaHus) B
OJIHOM NMaKETHKE.

claim) per sachet. / O1292,5 mr 10 357,5 Mr
CsHoNO, (mapaueramon) (ot 90,0 % mo
110,0 % oT HOMHMHAJIEHOTO CONEPXKAHUS) B
OJIHOM TaKETHKE.

Remarks : The Product confirms to ND/
IIpumevanue: ITponykr coorBeTcTBYyeT Tpebosanuam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Ankaj.Verma
IToxroToBNEHO: P\ A
Vi

Checked by / Naresh Kumar

[IpoBepeno: C
'U/

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemkep / PykosoanTesns

‘*_inﬁf-’

Print Date /05.10.2022
Jland.

Print Date /05.10.2022
Tara

Print Date /05.10.2022
Mara:
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Jara npoussoacrea

T'open o

CEPTUDPUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg N
IpoayxkTt Uo6ykmun® Dxenpece (uOynpodeH + napaueramo.), NOPOIIOK /151 IPATOTOBJEHHUSA

pacTBOpa A/ nNpueMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2201951 Batch Quantity / : 168170.00 units /
Cepus Ne O6bem naprTun 168170.00 eanuniy
Analytical Report No. / : 890001618941 Date of Analysis / : 05.10.2022
AHaanTu4ecknii oryer Ne JaTta aHanusa
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024

Analysis performed according ND / Ananu3s nposeaen no HJI: JIII-007239-300721

12 | Package / Ynakopka

material
paper/LDPE/aluminum
foil/LDPE). 9 sachets and
patient information leaflet in
|carton pack. / Ilo 5 r B
HaKeTHKE u3
KOMOUHNPOBAHHOTO
marepuana (JlaMUHHPOBAHHAs
6ymara/[19HI1/amomunuesas
tonbra/TIDHII). Ilo 9

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
information leaflet in carton pack. /Tlo 5r B
TIaKeTHKe u3 KOMOMHMPOBAHHOIO
Mmarepuana (1aMuHKpOBaHHas
6ymara/[1OHI/amomunueBas
donera/[I3HIT). ITo 6 unu 9 naketukos
BMECTE C HHCTPYKLHEH MO NPUMEHEHHIO B
nayKy KapTOHHYIO.

TNaKETUKOB BMecTe c
MHCTpPYKUHMEH no |
NPHMEHEHUIO B MAayKy
KapTOHHYO.

13 |Labeling / MapxkupoBka

According to ND. / B coorBercTBuu ¢ HJI.

14 |Storage conditions /
Xpanenne

Store below 25 °C. / IIpu Temnepatype He Bhile 25 °C.

15 | Shelf Iife / Cpok rognoctu

2 years. / 2 ropa.

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykt coorsercTByer TpeGoBanusam HJ[

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by / Ankaj Verma

IMoarorosneHo:; &

Checked by / Naresh Kumar
IlpoBepeno: @
5/

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

w

Print Date /05.10.2022
Jlara:

Print Date /05.10.2022
Jara:

Print Date /05.10.2022
Hara:
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