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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiIA
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
Mpoayxr : M6ykann® Dxenpece (ubynpoden + nmapaueramosn); MOPOIIOK JJisl IPHTOTOBJICHHsI

pacTBopa JUIsl IpUemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300706 Batch Quantity / : 25576.00 units /
Cepng Ne O6beM mapTuu 25576.00 eanHuL
Analytical Report No. / : 890001659232 Date of Analysis/ : 30.04.2023
AHajuTn4yeckuii oruer Ne JlaTa anajausa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-20235
JaTa npou3BoacTBa I'oxen no

Analysis performed according ND / Anaaus npOBeue; o HI[ JIT1-007239-300721

Ne

 Test / Iloka3aTeab

1 ._Description / Onucanue

White
characteristic

powder,

Result / PesyabTaTnl

odour. /
|
[Mopowok 6Genoro usera ¢

Specification / Hopma

with

White to off-white powder, with a
characteristic odor. / [Topowok ot 6enoro
O TMOUTH OeNoro LBETa, C XapakTepHbIM

XapaKTepHbIM 3aMaxoM. 3anaxoMm.
XapaKTepHbIM 3aMaXoM.
2 |Reconstituted solution / Complies / Colourless solution with a characteristic
BoccTanoBseHHbIH pacTBOp CootBeTcTBYET odor shall be observed, may have small
amount - of suspended particles. /
|- appearance / onucanue BecupeTHBIli pacTBOP C XapakTepPHLIM
3araxoM, C BO3MOXHBIM COJEpXKaHUEM
HeOOJBIIOr0  KOJMYECTBA  B3BEIICHHBIX
. YJaCTHIL |
_f - Color of the solution / Complies / Color intensity of the solution does not
ueemnocme CooTBeTCTBYET exceed color intensity of reference standard
By. / PacTBOp moimkeH ObITh OKpalleH He
6onee MHTEHCUBHO, Y€M 3TajioH Bo. N
3 |Dissolution time / 01 minute 18 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpems pacTBOpeHHsI
4 |pH of solution / pH pacTBopa 6.6 5.8t07.8./0t15,8 1o 7,8.

Remarks: The Product confirms to ND/
IMpumeyanume: [Tpoaykr coorBeTcTBYeT TpeboBanusam H

Conclusion: APPROVED /
3akmouenue: OJJIOBPEHO

Prepared by / Pardeep Kumar

IloprorosieHo: E

Checked by / Himesh Kumar

Hp"%

Approved by: Manager/Executive / Manoj Kumar
| Onobpeno: Menemwkep / PykoBoantenb

foef

Print Date /30.04.2023
Jlara:

Print Date /30.04.2023
Jlara:

Jlara:

Print Date /30.04.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S1Y5AP1Y84PLLUU4SU/

www.drreddys.com



Dr.Reddy’s ‘g'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoaykT H6yxaun® Dxenpece (uGynpoden + napaueramMmos), NOPOINOK AJisi HPHIOTOBJICHHs

pacTBOpa A5 NpHeMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2300706 Batch Quantity / : 25576.00 units /
Cepns Ne O6bem napTuu 25576.00 enviHuL
Analytical Report No. / : 890001659232 Date of Analysis / : 30.04.2023
AHaduTHYecKHH oTueT Ne JlaTa aHaau3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTta npou3BoJcTBA I'ogen no

Analysis performed according ND / Ananu3s nposeaen mo HJI: JIII-007239-300721

Specification / Hopma

| Ne | Test/Ilokasatens Result / PesyabTaTb!
5 Identification / lloguuuoCTD
' 4) by HPLC / BOXXKX
|
— Ibuprofen / ubynpoen Complies /
CoOTBETCTBYET
[~ Paracetamol / napayemamon
|
B) by HPLC-UV / BOXKX-Y®
\— Tbuprofen / ubynpogen i Complies /
— Paracetamol / napayemamon CootserctByeTr

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 ynep)xuBaHUsl OCHOBHBIX
MUKOB HAa XPOMATOrPaMMax HCTBITYEMBIX
pacTBOPOB  JO/DKHBI ~ COOTBETCTBOBATH
BpeMeHaM YAEpXUBaHHS
COOTBETCTBYIOLIMX OCHOBHBIX MHKOB Ha
XpOMaTOrpaMMax pacTBOpa CTaHAAPTHBIX
obpasuoB  (pazmen  «KonmuuecTBEHHOE
| ompenenenue»).
|When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
|paracetamol standard solutions. / Ilpu
(mpoenennn  Tecta  «Konu4ecTBeHHOE
|onpe1(enel-me» V®-cnekTpbl UCIBITYEMBIX
pPacTBOPOB JIOJKHBI COOTBETCTBOBaTh Y D-
criekTpam CTaHJaPTHBIX pacTBOpOB
ubynpodeHna u napaueramona.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTByeT TpeboBanusaM H]T

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Pardeep Kumar

IloxgroroBiieHo: f

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar
Ono6peno: Menemxep / PykoBoanrens

il

Print Date /30.04.2023
Jarta:

Print Date /30.04.2023
Jlarta:

Print Date /30.04.2023
JlaTa:

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

AnaquTnueckuii oTyer Ne

CEPTUDPUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : Hoykauh® dxenpece (ubynpodeH + napaueramos), MOPOIIOK JJisi IPHFOTOBJICHHS
pacTBopa AJsl IpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300706 Batch Quantity / : 25576.00 units /
Cepus Ne O6bem napTuu 25576.00 enuHKL
Analytical Report No. / : 890001659232 Date of Analysis / : 30.04.2023

JlaTa ananusa

Date of Manufacture /
JdaTa npoH3BOACTBA

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

TI'onen no

Analysis performed according ND / Ananu3 nposenen mo H/I: JII-007239-300721

Specification / Hopma

'Particle size less than 2 mm — not less
|than 95 %; / HacTHL pazMepoM MeHee 2 MM

Ne Test / Ilokasarenb Result / Pe3yabTaThI
6 |Particle size / Pazmep uyacTun 100 %
|
' — He MeHee 95 %;
93 %

Particle size less than 0.25 mm — not less
than 60 %. / yacTuLl pa3MepoM MeHee
0,25 mm — He meHee 60 %.

5.0%

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

7 |Water / Boaa
8 |Related substances /

(PoacTBeHHbIE NPUMECH

- ibuprofen / ubynpogen Less than LOQ (0.04%)
Less than LOQ
- paracetamol / napayemamon Below limit of Detection (LOD:
0.01%)

BDL (Disregard area 6351)

BDL

Individual unidentified impurity - not more
than 0.15 %. / Enunn4inas
HeuIeHTHPULIUPOBAHHAS IPUMECH - HE
‘60nee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / EnuHnuHas
HeHAeHTUHUIMPOBAHHAS IPHMECH - HE
6onee 0,10 %.

Total impurities - not more than 0.5%. /

Remarks: The Product confirms to ND/
Ipumeuanue: [IpogykT coorBercTByeT TpeboBanusM HJI

Conclusion: APPROVED /
3akmouenne: OJOGPEHO

Prepared by / Pardeep Kumar

IToaroroBneHo: E

Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar

HpOBeiH’iJ—_’/D OnobpeHo: Menemxkep / Pyxogonﬂ
' | b

Print Date /30.04.2023
Hara:

Print Date /30.04.2023 Print Date /30.04.2023
Jlara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTHO®UKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykrt N6ykaun® Jxcnpece (ubynpoden + napaneTamMmo1), NOPOUIOK /Il IPUrOTOBJICHHS
pacreopa s npuema BHYTPb, 400 mr+325 mr
Batch No. / : V2300706 Batch Quantity / : 25576.00 units /
Cepust Ne O0beM NapTHH 25576.00 eauHU L
Analytical Report No. / : 890001659232 Date of Analysis / : 30.04.2023
AHanuTHuyecKdii oTyer No Jarta aHajgusza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jata npou3BoACTER T'open 1o o

| Analysis performed according ND / Anau3 nposejen no HJI: JIT1-007239-300721

CNe |

"~ Test/Moxazareis

Result / Pe3yabTaThl

Specification / Hopma

[Cymma npumeceii - He 6osee 0,5 %.

Uniformity of dosage units /
OxHOPOXHOCTH NO3HPOBAHUS

- ibuprofen / ubynpogen

- paracetamol / napayemamon

1.7

23

Acceptance value (AV) should not be more
than 15.0. / TToka3aTenb IPUEMIIEMOCTH
(AV) nomxet ObiTh He Gonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / Tloka3aTenb IPUEMIIEMOCTH
(AV) nonzeH 661 He Oonee 15,0.

Microbial limits

MukpoOHnoI0rn4ecKasi Y4ucroTa

/
[

NIL CFU/g

NIL CFU/g

Absent

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

O6uLee Yncao adpobHBIX MUKPOOPTaHH3MOB
- He 6onee 1000 KOE/T.

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

QGuee 4MCIO IPONOKEBBIX W TMIIECHEBbIX
rpubos - He 6onee 100 KOE/r.

¢) Escherichia coli - shall be absent per 1 g./
iEscherichja coli - otcyTcTBHE B 1 T,

Remarks: The Product confirms to ND/
Mpumeuanne: [1pojiyKT cOOTBETCTBYET TpeOOBAHNSM HI

Conclusion: APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Pardeep Kumar
IoaroTosJieHo: _,[

Checked by / Himesh Kumar

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

lsed

Print Date /30.04.2023
JaTa:

Print Date /30.04.2023
JaTa:

Print Date /30.04.2023
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
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr N6yxmmn® Dkenpece (uGynpoden + mapaneramosi), NOPOUIOK sl APUTOTOBJIEHHUS]

pAcTBOpa JUIsl IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2300706 Batch Quantity / : 25576.00 units /
Cepust Ne O6beM napTuun 25576.00 ennHnn
Analytical Report No. / : 890001659232 Date of Analysis / : 30.04.2023
AHajguTnueckmii oryer Ne JaTa anainsa
Date of Manufacture / : Apr-2023 Date of Expiry/ : Mar-2025
JaTa npou3BoacTBA I'ogeH no
Analysis performed according ND / Anasns nposenen mo HJI: JIII-007239-300721 |

; Ne 18 Test / [oxasaTenn Result / Pe3yabTaThl Specification / Hopma
11 | Assay / KonnuectBenHoe
onpejesieHue
- ibuprofen / ubynpodpen 399.8mg (100.0 %) 360.0 mg to 440.0 mg of Ci;3H;50;

399.8mr (100.0 %) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 mr
CizHisO2 (ubynmpoden) (ot 90,0 % no
110,0 % OoT HOMWHANBHOIO ConIepKaHus) B

OJHOM INaKETHKE.

322.2 mg (99.1%)
322.2 Mr (99.1%)

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 % no
110,0 % OT HOMUHANBHOIO COAEPKAHUS) B
OJIHOM MaKETHKE.

- paracetamol / napayemamon

Conclusion: APPROVED /
3axkmouenne: OJIOBPEHO
Approved by: Manager/Executive / Manoj Kumar

Remarks: The Product confirms to ND/
IIpameuanne: [Ipoayxt coorseTcTBYeT TpeGoBanusm HJI
Prepared by / Pardeep Kumar | Checked by / Himesh Kumar

[ToaroroBneHo: 3 HpOBeps_E_(;l//D’ OnobpeHo: Menemxep / Pykoeoantens
i — = . u;L

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023

Hara: Jara: JlaTa:
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CIN: L85195AP1984PLC004507

www.drreddys.com



D'r.’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

‘e

CERTIFICATE OF ANALYSIS

patient information leaflet in
carton pack. / Ilo 5 r B

MaKeTHKe u3
| KOMOHHUPOBAHHOTO

MaTepuaia (JJaMAHUPOBAHHAs
o6ymara/[I2HI1/anomMmuHueBas
donera/TISHII). [To 6
MaKETUKOB BMeCTe c
UHCTPYKLHEH no
NIPUMEHEHUIO B nayKy
KapTOHHYIO.

CEPTUD®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : Hoykmun® Dxcnpece (uGynpoden + napaueramo), NOPOLIOK AJIst NPUIOTOBIEHMUS]
pacTBopa QJisl IpHeMa BHYTpb, 400 mMr+325 mr
Batch No. / : V2300706 Batch Quantity / : 25576.00 units /
Cepus Ne O6bem napTuu 25576.00 enyinuy
Analytical Report No. / : 890001659232 Date of Analysis / : 30.04.2023
AHaquTHYecKnii oTdeT Ne JlaTa aHau3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3BoACTBa I'ogen po |
Analysis performed according ND / Anann3 nposenen no H/I: JIII-007239-300721
Ne ~ Test / Iloxa3arenn ~ Result / Pe3yabTaTnl ~ 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
foil/LDPE). 6 sachets and |information leaflet in carton pack./IloSr B

nakeTuke u3 KOMOMHUPOBAHHOTO
Mmarepuana (laMMHHpOBaHHAs
oymara/[1DHIT/antomuHueBas
donera/TISHIT). Ilo 6 Wi 9 nakeTHKOB |
BMECTE C MHCTPYKLHMEH M0 MPUMEHEHHUIO B|
Navky KapTOHHYIO. l
|

13 |Labeling / MapkupoBxa

14 |Storage conditions /
XpaHeHue

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

Store below 25 °C. / Ilpu Temneparype He Bbilue 25 °C.

15 IShelf life / Cpok rogspocTu

2 years. / 2 rojia.

Remarks: The Product confirms to ND/
ITpumeyanne: Ilpoaykr coorBeTcTBYeT TpeboBanusaM HJI

Conclusion: APPROVED /
3akmouenune: OJOGPEHO

Prepared by / Pardeep Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
TloarorosneHo: 4 HpOBepW Onobpeno: Menemxep / Pykosoautens

Print Date /30.04.2023 Print Date /30.04.2023 Print Date /30.04.2023

Hara: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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