Dr.Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
Ipoaykr H6ykaun® Dxenpece (u6ynpoden + napaneramoJi), NOPOUIOK AJjisi NPHTOTOBIEHHS
pacTBOpa AJjsi NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300630 Batch Quantity / : 16724.00 units /
Cepus Ne O6bem napTuu 16724.00 enunuy
Analytical Report No. / : 890001657841 Date of Analysis / : 24.04.2023
AHajnuTnyeckuii oryet Ne Jara ananausza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
laTa npoM3BoACTBA T'ogen go
Analysis performed according ND / Ananau3 nposeaen no HJI: JII1-007239-300721
Ne | Test / Tloka3aTens Result / PesyabTaThl Specification / Hopma
1 |Description / Onucanue White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / [Topoiuok ot 6enoro
[MTopowok 6enoro 1Bera c| 4O MOYTH OENOro LBETa, C XapaKTEPHBIM
XapaKTEePHBIM 3alaxoM. 3aMaxoM.
XapaKTEePHbIM 3aMaXoM.
2 | Reconstituted solution / Complies / Colourless solution with a characteristic
BoccraHoBJIeHHBII pacTBOp CoOTBETCTBYET odor shall be observed, may have small
| amount of suspended particles. /
- appearance / onucasue BecupeTHbI pacTBOp C XapakTEpHbIM
3arnaxoM, C BO3MOXHBIM COJepHaHueM
HeOOMNBIIOr0  KOJHWYECTBA  B3BELUEHHBIX
- 4JaCTULL. '
- Color of the solution / Complies / Color intensity of the solution does not
UBEHMHOCMD CootBeTcTBYET exceed color intensity of reference standard
By. / PacTBOp mOMKEH OBITH OKpalleH He
60J1€€ HHTEHCHBHO, Y€M 3TaJIOH Bo.
| 3 |Dissolution time / 01 minute 20 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpemsi pacTBOpeHust
4 | pH of solution / pH pacTBOpa 6.6 5.8t07.8./0t15,8 no 7,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [TponykT cootBeTcTBYeT TpeboBanusaM HJI 3axiouenne: OJJOBPEHO
Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
IToaroropneHo: . IIpoBepeHo: Opobpeno: Menemxkep / Pykososuyensb
.
Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
Hara: Hara: Jlara:
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr H6ykan® Dxcenpece (uGynpoden + napaneramost), NOPOMIOK J/Isi DPUrOTOBJIEHHUS

pacTBopa [1J1s npHemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300630 Batch Quantity / : 16724.00 units /
Cepus Ne Oo6beM mapTuu 16724.00 equHuUL
Analytical Report No. / : 890001657841 Date of Analysis / : 24.04.2023
AHaJquTHYecKnii oTyer No Jarta apanusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jlata npousBoAcTBa T'onen 1o

Analysis performed according ND / Anasu3 nposenen no H/I: JII1-007239-300721

A) by HPLC / BO/KX

Ne Test / Iloka3zaTennb |
5 [[dentification / IlognuHHOCTH

— Ibuprofen / ubynpoen

— Paracetamol / napayemamon

Result / PesyibTaThl

Specification / Hopma

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). / Bpems yAep>)KHBaHUsT OCHOBHBIX
MMKOB Ha XpOMaTorpammax HCHBITYEMBIX
pacTBOPOB  JOJDKHBl ~ COOTBETCTBOBATh
BpeMeHaM yAepKUBaHUS
COOTBETCTBYIOLIMX OCHOBHBIX I[HUKOB Ha
XpOMaToOrpaMMax pacTBOpa CTaHIapTHBIX
obpasio  (pazmen  «Konn4ecTBEHHOE
OMNpeAeIEHUER).

B) by HPLC-UV / BOXXX-Y®
— Ibuprofen / ubynpoden

— Paracetamol / napayemamon

Complies /
CoOTBETCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposefeHun  Tecta  «KONMUYECTBEHHOE
onpeaeneHne» Y®-cnekTpbl UCOBITYEMBIX
pacTBOPOB JOJDKHBI COOTBETCTBOBATL Y P-
CIeKTpam CTaH/IaPTHBIX pacTBOpoB
ubynpocdena u napaueramora.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumevanue: [IpoxykT coorBeTcTBYET TpeboBanusam HJI 3akmouenne: OJOBPEHO
Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
IToarotoeneHo: 9, IpoBepeHo: Ono6peno: Menemxep / Pyxoaom?e.nb
é\/-/ c:}.i—’—/—h) W
Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
Jara: Hara: JHara:
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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

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : M6éyxann® dxenpece (uGynpoden + mapaueramon), NOpoLIOK AJIsi NPUTOTOBJIEHHS

pacTBopa st npuemMa BHyTph, 400 Mr+325 mr
Batch No. / : V2300630 Batch Quantity / : 16724.00 units /
Cepus Ne O0beM mapTHH 16724.00 ennuuly
Analytical Report No. / : 890001657841 Date of Analysis / : 24.04.2023
AHaJuTHYecKHi oTueT Ne JlaTa aHaiuza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npoM3BOACTBA I'ogen go

Analysis performed according ND / Ananus nposeaen no HJL: JIT1-007239-300721

[ Ne

Test / Iloka3aTean

6 |Particle size / Pa3mep 9acTu

7 |Water / Boaga

8 |Related substances / R

PoacTBeHHBIE IPUMECH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Result / PesyabTaTsl Specification / Hopma

100 % Particle size less than 2 mm — not less
than 95 %, / YacTu1 pa3Mmepom MeHee 2 MM
— He meHee 95 %;

92 % Particle size less than 0.25 mm — not less

' than 60 %. / 4acTu1 pa3smMepoM MeHee

0,25 MM — He meHee 60 %.

4.8 % Not more than 8.0 % w/w. / He Gonee 8,0 %.

0.08% Individual unidentified impurity - not more
than 0.15 %. / EnuHuvnas
HEUJEHTHULMPOBaHHAs IPUMECH - HE

0.08% 6onee 0,15 %.

0.01%)

BDL

Below limit of Detection (LOD:

BDL(Disregard area 6564)

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

Impurity K - not more than 0.15%. /
[Mpumech K - ue donee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / Enunnynas
HeIeHTHOUIMPOBaHHAS IPUMECH - HE
6onee 0,10 %.

Total impurities - not more than 0.5%. /

Remarks : The Product confirms to ND/
IIpumeuanne: ITpogykT cooTBeTCTBYET TpebosanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
IToarororneHo: IIpoBepeHo: Onobpeno: Menenxep / Pykosoanreib
17, Sl I, IS el
Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
Jara: ara: 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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : Hoykaun® Ixenpece (MGynpoden + napaneramor), NOPOLWIOK ISl IPHrOTOBJIEHUS]
pacTBopa jis IpueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2300630 Batch Quantity / : 16724.00 units /
Cepus Ne O6beM napTHH 16724.00 ennHuy,
Analytical Report No. / : 890001657841 Date of Analysis / : 24.04.2023
AHaIMTHYECKHI oTyeT Ne JlaTa ananusa

Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025

JaTta npou3BoOxCTBA T'open no

Analysis performed according ND / Anajiu3 l'lpOBeIleH mo HJI: JIT1-007239-300721

Ne | Test / lloka3aTenn

Cymma npumeceii - He 6onee 0,5 %.

9 |Uniformity of dosage units /

OoHOPOAHOCTD A03HPOBAHUSA

Result / Pezynbfanl | Specification / Hopma .
|
|
|

Acceptance value (AV) should not be more
than 15.0. / [Toka3zaTenb NpUueMJIEMOCTH
(AV) nomxken 6bITh He 6omee 15,0.

Acceptance value (AV) should not be more
than 15.0. / Ilokazarenb NpUEMIIEMOCTH
| (AV) nomxeH ObITh He Honee 15,0.

- ibuprofen / ubynpoden 3.1
|
| ]
i
I
- paracetamol / napayemamon ‘ 2.7
10 | Microbial limits /
Muxpobuonornyeckast 44CTOTa NIL CFU/g
NIL CFU/g
Absent
1

a) Total aerobic microbial count - not more
than 1000 CFU/g. /

O6111ee YKcyo a3poOHBIX MUKPOOPraHH3MOB
- He 6onee 1000 KOE/T.

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

OO0lLiee YHCITO JPONOKEBBIX U IIECHEBBIX
rpu6os - He 6onee 100 KOE/T.

c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBHe B 1 T.

Remarks : The Product confirms to ND/
ITpumeuanne: I[TpoaykT cooTBeTCTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
3akmodenue: OJJOBPEHO

Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
Hogroropneno: - IIposepeno: 1 Onobpeno: Menemxep / PykosoauTeib
{ L i = ” LLL
Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
Jara: Hara: Hata:
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Npoaykr : H6ykaun® Ixenpece (bynpodeH + mapaneramon), NOPOIOK JJisi HNPHTOTOBJICHHUS]

pacTBopa [Jisl IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300630 Batch Quantity / : 16724.00 units /
Cepus Ne O6bem napTun 16724.00 envHuu
Analytical Report No. / : 890001657841 Date of Analysis / : 24.04.2023
AHaluTHYeCKHI oTyeT No Jarta ananusza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3BOACTBA T'onen no S

Analysis performed a_cco;'ding ND / Ananu3 nposegen mo HJ: JIII-007239-300721

Result / Pe3yabTaThl

- paracetamol / napayemamon

Ne Test / Tokasateb

11 | Assay / KosnnyecTBennoe |
onpexaeneHHe
- ibuprofen / ubynpogen

401.1mg (100.3 %)
401.1mr (100.3%)

325.2 mg (100.0%)
325.2 mr (100.0%)

Specification ;’anma_

360.0 mg to 440.0 mg of Ci3His0,
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 mr
Ci3His0, (ubynpoden) (ot 90,0 % no
110,0 % OT HOMHUHAJNIEHOTO COACPXKAHUS) B
OJIHOM TIaKETHKE.

292.5 mg to 357.5 mg of CsHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 1o 357,5 mr
CsHoNO; (mapaneramon) (ot 90,0 % 1o
110,0 % OT HOMUHAJIBLHOTO COJIEPKaHUs) B
OJTHOM TaKETHUKE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipongykt coorBeTcTBYeT TpeboBaHusIM HJT 3akmouenne: OJJOBPEHO
Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
[ToaroroBneHo: IIposepeHo: Onobpeno: Menemxep / PyxoBoauTenb
f/ = = ‘ (ua
Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
Hara: Hara: 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
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CERTIFICATE OF ANALYSIS

foil/LDPE). 9 sachets and
patient information leaflet in
carton pack. / Tlo 5 r B
MaKeTHKe 13
KOMOMHUPOBAHHOTO

MaTepyaya (JJaMUHHPOBAaHHAsS
6ymara/[IOHI1/antomuHueBast
¢donsra/[TSHIT). ITo 9
MaKETUKOB BMECTE c
UHCTPYKUHUEH o
MPUMEHEHHIO navky
KapTOHHYIO.

B

CEPTU®UKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg B
Mpoaykr : H6ykann® Ixcnpece (abynpoden + napaneramos), NOPOUIOK 1JIst NPUIOTOBICHHS
pacTBopa s npuemMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2300630 Batch Quantity / : 16724.00 units /
Cepus Ne O0beM mapTHH 16724.00 equHuL
Analytical Report No. / : 890001657841 Date of Analysis / : 24.04.2023
AHaJuTHYECKHHi oTyeT No JlaTa apann3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npou3BOACTBa B TI'onen no B
Analysis performed according ND / Ananu3 nposeaen no HJL: JIII-007239-300721
Ne | Test / IlokazaTenn Result / Pe3yabTaTel | Specification / Hopma
12 | Package / YnakoBka 5 ginasachet 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

information leaflet in carton pack./Ilo5rB
HakeTHke u3 KOMOUHUPOBAHHOTO
MaTepuana (lTaMUHHpOBaHHAas
6ymara/[I9HI1/antoMmunmeBas
donera/TIBHII). Ilo 6 M 9 nakeTHKoB
BMECTE C MHCTPYKLHEH MO MPUMEHEHHUIO B
NayKy KapTOHHYIO.

|
13 |Labeling / MapknpoBka

14 |Storage conditions /

1 XpaHneHue

According to ND. / B cootserctauu ¢ H/I.

| Store below 25 °C. / IIpu Temnepatype He Bbiuie 25 °C.

15

‘Shelf life / Cpok roguoctu

2 years. / 2 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponyKT cooTBETCTBYET TpeboBanusim H/I 3akmouenue: OJJOGPEHO
Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
IlonrotosieHo: 9, IIposepeHo: OmnobGpeno: Menemxkep / Pykopozitens
ﬁ_‘t/ e — AL
Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
Hara: Hara: Hara:
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