Dr.Reddy’s ":‘

Dr. Reddy's Laborataries Ltd.
Formuiation 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

CEPTUDUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr N6yxaun® Dxenpece (uGynpoded + mapaneramolr), HOPOLIOK A/l NPUFOTOBJIEHHS]
pacTBOpA s NpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2202257 Batch Quantity / : 254510.00 units /
Cepust Ne O0beM napTHi 254510.00 ennany
Analytical Report No. / : 890001626319 Date of Analysis / : 10.11.2022
AHaIuTHUYeCKHH oTyeT No Hara aHaynza
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JaTa npousBojicTea I'open 10 o |

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

Ne | Test / IlokazaTean

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

| Tlopoutox  Genoro  upera ¢

White powder, with
characteristic odour. /

XapaKTCPHBIM 3aM1aXxoM.

XapaKTEPHBIM 3al1aX0M.

White to off-white powder, with a
characteristic odor. / [lopowok ot 6enoro
O TouTH OeNnoro I1BeTa, ¢ XapaKTepHbIM
3anaxom.

2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccTaHoB/IeHHBIl pacTBOP odor shall be observed, may have small
I amount of suspended particles. /|
- appearance / Onucanue BecupeTHbli  pacTBOp € XapaKTEPHBIM |
3aMaxoM, C BO3MOXHBIM COJEPXKAHUEM
HeOONBLIOrO KOJMYECTBA B3BEILEHHBIX
| - YACTHLL
- Color of the solution / Complies / |Color intensity of the solution does not
yeemHocmsp CoOTBETCTBYET exceed color intensity of reference standard
Bo. / PacTBOp nomxeH OBITH OKpalleH He
[ fonee HHTEHCHBHO, YeM 3TaJloH Bo.
| 3 |Dissolution time / 01 minute 12 seconds Not more than 5 min. / He 6onee 5 Mun.
| | Bpems pacTBOpeHHsI
| 4 | pH of solution / pH pacrBopa 6.6 5.8t07.8./015,8 no7,8.

Remarks : The Product confirms to ND/
Ilpumeuanye: [IpoaykT cooTBeTCTBYET Tpedosanuam H/L

Conclusion : APPROVED /
3axnwuenne: OJIOBPEHO

Prepared by / Naresh Kumar
[ToaroroBneHo: @

-—

Checked by / Pardeep Kumar

[TpoBepeHo:

—

Approved by: Manager/Executive / Manoj Kumar

Onobpeno: Menemxep / Pw,
| 42

Print Date /10.11.2022
Hara:

Print Date /10.11.2022
Jara:

Print Date /10.11.2022
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTM3A

Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : Hoykaun® Drenpece (adynpoden + napaneramodr), DOPOMIOK JLIsi IPUIOTOB/ICHHS

pACTBOPA AJsl IpHEMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2202257 Batch Quantity / : 254510.00 units /
Cepuisi Ne O0beM mapTHH 254510.00 eanunL
Analytical Report No. / : 890001626319 Date of Analysis / : 10.11.2022
AHanuTH4YecKHii oTueT No Hara aHaau3a
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JlaTa npoH3BOACTBA T'open 10 -
Analysis performed according ND / Anaaus nposeaen no HJL: JITI-007239-300721

Ne | Test / IlokasaTenn _ Result / Pe3yabTaThl Specification / Hopma

5 dentification / IloagJMHHOCTDH The retention times of the main peaks in the
; chromatograms of test solutions should
) by HPLC/B3KX correspond to those in the chromatograms of
— Ibuprofen / ubynpoden Complies / reference  standards  solution  (Assay

CoOTBETCTBYET section). / Bpems yaepXuBaHUs OCHOBHBIX
NMKOB Ha XpOMaTOrpaMMax MCIHbITYEMbIX
pacTBOPOB  JIOJDKHBI ~ COOTBETCTBOBATH
BpEeMeHaM YACPKUBAHUS |
COOTBETCTBYIOLUMX OCHOBHBIX NUKOB HAa
XpoMaTorpaMmax pacTBopa CTaHOapTHbBIX
obpasioB  (pazgen  «KoJnM4YeCTBEHHOE

— Paracetamol / napayemamon

| OIpPEJENEHHEY). -
B) by HPLC-UV / BOXKX-Y® When carrying out the "Assay" test, the

| UV spectra of the test solutions should

- dbuprofer/ ubynpopen Complies / correspond to those of ibuprofen and

— Paracetamol / napauemamon CoOOTBETCTBYET paracetamol standard solutions. / [Ipu

npoenenun  tecra  «KonuuecTBeHHOE
ompepeneHyue» Y®-cnekTpbl HCIBITYEMBIX
| pacTBOpOB HOJKHBI COOTBETCTBOBaTH Y -
CIeKTpam CTaHAapPTHBIX pacTBOpOB
ubynpodeHa u napaueramona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeqanue: [IpoaykT coorsercTByeT Tpebosanuam HJT 3akmodenne: OJJOBPEHO
Prepared by / Naresh Kumar Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[ToarotoBneHo: Q ITpoBepeno: Onobpeno: MeHemkep / PykosoauTenb
Ki_ o,,f—’/' Ny LA
Print Date /10.11.2022 Print Date /10.11.2022 Print Date /10.11.2022
Hara: Jara: Jara:
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Dr.Reddy’s ":‘.'

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

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

Jel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg

IIpoaykr H6ykaun® Dxcnpece (uGynpodeH + napaneramout), NOPOLIOK AJisl IPUTOTOBJIEHUsl
pacTBopa AJis NIpHeMa BHYTpPhb, 400 Mr+325 mr

Batch No. / 1 V2202257 Batch Quantity / : 254510.00 units /

Cepust Ne O0BbeM HapTHH 254510.00 egunuL

Analytical Report No. / : 890001626319 Date of Analysis / + 10.11.2022

AHAJTHTUYECKHI oTyeT Ne Ilara anaamnsa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JlaTa npon3BOJICTBA T'open j0

Analysis performed according ND / Anaau3 nposenen no HJL: JII1-007239-300721

! Specification / HOPW 1

7 iWater / Bona

- Ne Test / IlokazaTen | Result / PesynanTaThl
6 |Particle size / Pazmep yacTui : 100 % Particle size less than 2 mm — not less

than 95 %; / YacTvy pa3MepoM MeHee 2 MM
— He MeHee 95 %;

95 % Particle size less than 0.25 mm —not less
than 60 %. / yacTHI] pa3aMepoM MeHee
0,25 MM — He meree 60 %.

51%

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

8 |Related substances /

|
PoacrBeHHbIE npuMeCcH

- tbuprofen / ubynpogen

- paracetamol / napavemamon

| Less than LOQ (LOQ:0.04%)

Less than LOQ

Below limit of Detection (LOD:
0.01%)
Less than LOQ (LOQ:0.05%)

Less than LOQ

Individual unidentified impurity - not more
than 0.15 %. / Enun4Has |
HEUAECHTHHULIMPOBAHHAS IPUMECH - HE
6oiee 0,15 %.

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

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

than 0.10%. / EnquHn4Has
HenAeHTH QUM POBaHHAS IPUMECH - HE

Gonee 0,10 %.
Total impurities - not more than 0.5%. /

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykr cooreTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Naresh Kumar
IToarorosneno: @

/

Checked by / Pardeep Kumar

IIposepeHo: t

—

Approved by: Manager/Executive / Manoj Kumar

Onobpeno: Meunemkep / Pykosogite

Print Date /10.11.2022
JaTa:

Print Date /10.11.2022
JHara:

Print Date /10.11.2022

Jara:
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Dr.Reddy’s €&

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

CEPTUDOUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Héyknun® Drcnpece (nbynpoden + napaneramost), NopowoK AJIsi NPUroTOBJIEHHS

pacTBOPA /LIS IPHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / 1 V2202257 Batch Quantity / : 254510.00 units /
Cepusa Ne Obwem napriu 254510.00 enuniy
Analytical Report No. / : 890001626319 Date of Analysis / : 10.11.2022
AHaluTHYeCKHUH oTueT Ne JlaTa anau3a ]
Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024
JaTa npousBojicTBa T'omen o

Analysis performed accnrdinglVD / AHaJIM3 NpOBeeH Mo HJI; JITI-007239-300721

Ne |

- ibuprofen / ubynpoen

Test / Iloka3aTeanb

OnHOPOJHOCTh A03UPOBAHUSA

- paracetamol / napayemamon

[ Result / PesyabTaThbl _i

Specification / Hopma
Cymma npumeceit - He 6onee 0,5 %.

9 .Uniformity of dosage units /

2.0

2.0

Acceptance value (AV) should not be more
than 15.0. / Tloka3aTesib IpHEMIIEMOCTH
(AV) nomxeH ObITh He 6onee 15,0.

Acceptance value (AV) should not be more |
than 15.0. / Tloka3aTenb NpUEMIIEMOCTH
(AV) nomkeH 6b1Th He 6onee 15,0.

10 | Microbial limits

Mukpobuonoruyeckass YHCTOTa

|
NIL CFU/g

NIL CFU/g

Absent

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

O6uee Yo a3poOHBIX MUKPOOPraHH3MOB
- He 6onee 1000 KOE/T.

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

O6Iuee 4uCIO JPOMOKEBBIX M IUIECHEBBIX
Irpu6os - He 6onee 100 KOE/T.

lc) Escherichia coli - shall be absent per 1 g./
[Escherichia coli - orcyrcTBUe B 1 T.

Remarks : The Product confirms to ND/
IIpumeuanwue: [IpoayKT cootBeTCTBYET Tpebopanusam HJT

Conclusion : APPROVED /
Zaxmwodenue: OJOBPEHO

Prepared by / Naresh Kumar
Ilonrorosnexo: @

—

Checked by / Pardeep Kumar

[IpoBepeno: ()t,/

-

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxkep / PykoBoanTellb

Print Date /10.11.2022
JlaTa:

Print Date /10.11.2022
JlaTa:

Print Date /10.11.2022
Jara:
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Dr.Reddy’s ":'

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

CEPTUDHUKAT AHAJIH3A

JlaTa npoM3sBoACTBA

|Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg

IpoayxTr U6yxnun® Dxenpece (uGynpodieH + mapaneTamost); HOPOLIOK JJIsl IPHIOTOBJIEHUSA
pACTBOpA 11 DpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / 1 V2202257 Batch Quantity / : 254510.00 units /

Cepust No Oo0beM napTHH 254510.00 ennnun

Analytical Report No. / : 890001626319 Date of Analysis / : 10.11.2022

AHaguTHuyecKHil oTyeT Ne Jara anaJjqusa

Date of Manufacture / : Oct-2022 Date of Expiry / 1 Sep-2024

T'open no

Analysis performed according ND / Anann3 nposesen no HJI: JITI-007239-300721

Specification / Hopma -

Ne | Test / Iloka3are/b - Result / Pe3yabTatsl [
11 | Assay /  KoaumdecTBeHHOe
' ompeaesienne
|- ibuprofen / ubynpogen 403.0mg (100.7 %)

- paracetamol / napayemamon

| 403.0mr (100.7%)

326.9 mg (100.6%)
326.9 mr (100.6%)

360.0 mg to 4400 mg of Ci3sHisOs
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / OT 360,0 mr 10 440,0 M
Ci3HisO02 (ubynpoden) (ot 90,0 % 1o
110,0 % OT HOMHHANBHOTO COMAEPKAHUSA) B
OJITHOM TIAKETHKE. '

2925 mg to 357.5 mg of CsHoNO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 mr
CsHoNO, (mapaueramon) (ot 90,0 % 1o
110,0 % OT HOMHUHATIBHOIO COAEPIKAHUSA) B |
OJTHOM MaKeTHKE.

Remarks : The Product confirms to ND/
Tpumeuanne: [IpoayKT cooTBeTCTBYET Tpebosanusm HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Naresh Kumar

IToarorosnexHo: :
2

Checked by / Pardeep Kumar

[IpoBepeHo: t

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

Print Date /10.11.2022
Hara:

Print Date /10.11.2022
Hara:

Print Date /10.11.2022
JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s “:"

Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTHO®UKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
HpoaykT Hoyknun® Dxcnpece (uGynpoden + napaneramost), HOPOUIOK AJIs NPUIOTOB/ICHHS]

pACTBOpPA A9 npHeMa BHYTpPb, 400 mr+325 mr
Batch No. / 1 V2202257 Batch Quantity / : 254510.00 units /
Cepust Ne O0bem mapTHH 254510.00 eaunu
Analytical Report No. / : 890001626319 Date of Analysis / : 10.11.2022
AHasaTHYecKnii oTyeT Ne JlaTa aHasu3a
Date of Manufacture / : Oct-2022 Date of Expiry/ : Sep-2024
JlaTa npou3BOACTBA T'ogen no

Analysis performed according ND / Ana;iu3s nposeieH no HJI: JII1-007239-300721

[ Ne _

Test / TloxasaTean

12 |Package / YnakoBka

material

MaKeTHKe
KOMOWHHPOBAHHOI'O

Result / Pesyabrarel |
5 ginasachet of a combination|5 g in a sachet of a combination material
paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient

(laminated | (laminated
paper/LDPE/aluminum

Specification / Hopma

foil/LDPE). 6 sachets and |information leaflet in carton pack./Ilo5rB
patient information leaflet in|nakeTnke u3 KOMOMHUPOBAHHOIO
carton pack. / [lo 5 r B|marepuana (JlaMUHUpOBaHHas

u3 | 6ymara/[IOHI1/amoMunueBas
i(bonbra/l'DHH). Ilo 6 WM 9 nakeTukos

donsra/l[12HIT). Ilo 6
NaKEeTHKOB BMECTE (@
HHCTPYKLUMER no
NIPUMEHEHHIO B navKy
KapTOHHYIO.

Matepriaia (JJaMHHUPOBAHHAs | BMECTE C MHCTPYKUHMEH MO NPHUMEHEHHIO B
6ymara/TIDHII/antoMuHneBas | naiky KapTOHHYIO.

13 |Labeling / MapkupoBka

14 |Storage conditions /
XpaHnenue

According to ND. / B cootsercteuu ¢ HJI.

Store below 25 °C. / [Ipu Temneparype He Boiiue 25 °C.

15 | Shelf life / Cpok roanocru

2 years. / 2 roga.

Remarks : The Product confirms to ND/
ITpumeyanue: [TpoaykT coorBeTcTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3axuarouenue: OJJOBPEHO

Prepared by / Naresh Kumar

IToaroToBneHo:
2

Checked by / Pardeep Kumar

Hpogepeno: E

-

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxkep / PykoBoaurelib

Print Date /10.11.2022
Hata:

Print Date /10.11.2022
Jata:

Print Date /10.11.2022
Jara:
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