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CERTIFICATE OF ANALYSIS
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Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P,, 173 205, IND!A
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Page 1 of 5/Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg -+ 125 mg
Ho6ykaun FOnuop®, Tabnerku aucneprupyemsle [a1s aereii], 100 mr + 125 mr

Batch No / Cepusg Ne : V2300079

Batch Quantity / O6bem mapruu : 547.500kg

890001640571

Analytical Report No / AnaauTnyeckuii oTyer Ne :

Date of Analysis / JlaTta ananan3a: 22.01.2023

Date of Manufacture / Jlara nponzBoictsa : Dec-2022

Date of Expiry / Cpok rognoctu : Nov-2027

Analysis performed according ND / Anaau3s nposeaen mo HJI: TI N011252/02-041021

Ne fTest / Tlokazaresb

1 ILDescription / Onucanue
|

2 [dentification /

MMoagJMHHOCTD

Results / Pe3yjibTaThl

Specification / Hopma

one side and characteristic odor. /
[Kpyrnsie
rabaeTkn

PO30BOT'O HBETA

BRpanaeHnsMi, ¢ Gackoii 1 pUCKOil HABKpamienHaAMH, ¢ dackoii 1 prckoii Ha
CTOPOHE,GIHOI

0/IHOH
€ XApaKTepHbIM 3aMaXOM.

niockouuauHApHUeckuelpyrinie

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

one side and characteristic odor. /
I0CKOUHTHHAPHHECKHE
crabnaeTk  po3OBOro  UBeta ¢

CTOpOlE,
C XapaKTEPHbLIM 3aIaxoM.

Complies as prescribed/
COOTBETCTRYET

The retention times of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VAEPKMBAHNS OCHOBHBIX MHKOB Ha
Xpomarorpamme HCBITYEMOro
pacTBOpa MOMKHLI COOTBETCTBOBATH
BpeMEHaM YACPKUBAHNA MHKOB Ha
pomMaTorpamve pacTBopa
cTaHnaapTHeIX 00pasLos l!6ynpo&bel-m‘

n

]'u napaueramMona (pazne

«KomuecTBeHHOR ONMpe/ieNeHes).

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoykT cootrercTryeT Tpehoranuam HJI

Opinion : APPROVED
Jakmouenue: OJOBPEHO

Prepared by / '| Checked by / Approved by: Manager/Executive /

[ToarorosneHo: /4 [Tposepeno: Naresh Kumar OnobpeHo: Menemxep / .

Ankit @S/ PykoBonurens w
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hata: 22.01.2023 Hara: 22.01.2023 Hara: 22.01.2023

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

CIM: LBC195AM1081PLCO0TC0Y
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykana FOunop®, TabneTrku aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300079

Batch Quantity / O6bem maptun : 547.500kg

(890001640571

Analytical Report No / Anajgutnyeckuii oryer Ne :

Date of Analysis / laTa ananau3za: 22.01.2023

'Date of Manufacture / Jlata npou3BoacTBa : Dec-2022

Date of Expiry / Cpok rogsocts : Nov-2027

| Analysis performed according ND / Auaau3 nposegen mo H/: [T N011252/02-041021

No Test / Iloxa3zaTenb

' Results / Pe;lebTaTbl

Specification /_Hopma

3 Average weight of tablets /
iCpeanm macca TabseTox

364.9 mg/ 364.9 Mr

Complies/cooTBeTCTBYET

h "I_)isintegration /
PacnagaemocThb

00 min:26 Seconds/00 muH 26 Sec

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 Mr 0o 372,3 mr
(365,0 Mr £ 2,0 %)

Not more than 3 min /
He 6oiee 3 MuH

5 Dissolution /
' PactBopenue

6 Dispersibility /
JucnepcHocTh

| - 98% to 100 %

97% to 99%

Not less than 70% (Q) of Ci3Hi30;
(ibuprofen) after 30 min /
He w™enee 70 % (Q) CizsHisOq
(n6ympoden) uepes 30 MUH
Not less than 70% (Q) of CgHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
(mapaueramon) yepe3 30 MUH

Con{plies_/ CooTtBeTcTBYET

Uniform suspension passing through
the 710 pm sieve is formed
O0Opasyercst OIHOPOJHAN CYCITEH3H,
MPOXOAALLAS HEPE3 CHTO ¢ PA3SMEpPOM
oreepetiii 710 MM

Remarks : The Product conforms to ND/
ITpumeyanue: IlponykT cootBeTcTBYeT TpeboBaHMsIM HJ|

Opinion : APPROVED
3axawuenne: OJJOBPEHO

Prepared by / V2 Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: / A IIpoBepeno: NareshZumar Onobpeno: Menemxep / f
Ankit (" ) PykoBoanrenb Jﬂi /
_,—ﬂ"-” - / U
'Lj,. Manoj Kumar )/)m/
Reprint Date: Reprint Date: Reprint Date:
Hata: 22.01.2023 Jara: 22.01.2023 Hara: 22.01.2023

Registered Office:

3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP 1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uo6ykaun FOHnop®, TableTKu Aucneprupyembie [aus aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300079

Batch Quantity / O6bem maprun : 547.500kg

890001640571

Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / lata ananu3za: 22.01.2023

Date of Manufacture / Jlata npousBoacTBa : Dec-2022

Date of Expiry / Cpok roguoctu : Nov-2027

Analysis performed according ND / Anaau3 nposeaen no HJI: JTI N011252/02-041021

Ne Test / TlokazaTenn

Results / Pe3yabTaThl

iSpeciﬁ?ation / Hopma_

7 Related substances /
PoacTBeHHbIE MPpHMECH

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenexue
CoziepKaHusl ColepIKaHUsI
4-amuHobeHona

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpeznenenie
HeHAeHTHHULHPOBAHHBIX
npumeceli nOynpogpena u
apareramorna

0.00002%

0.08%

0.08%

4-aminophenol (paracetamol impurity)
/

“-amuHobeHoN (ipumecs
mapaieraMona) - not more than
0.005% / He 6onee 0,005 % i
Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnnHnunas HewIEHTHGHUNPOBaHHAs
MpuMech nbynpodena uny
napaueramona - :
not more than 0.2% / ne 6onee 0,2%

Total impurities (Method 1+Method 2)
/ Cymma npumeceit (Meron 1 + Metoa
2) - not more than 0.7% / He 6onee 0.7
Yo

8 Microbial limits /
MukpoOHoJorHyecKas
4HCTOTA

Less than 100 CFU/g/
Menee 100 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

INot more than 100 CFU/g/
He 6onee 100 KOE/r

Remarks : The Product conforms to

ND/

I pumeuanne: Iposiykt cootreTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3akmoyenne: QJIOGPEHO

Prepared by / ~ Checked by / Approved by: Manager/Executive /

[ToaroroBieHo: A [Iposepeno: Naresh Kumar Onobpeno: Menemxep /

Ankit // [ @Q Pyxogonmenb W
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.01.2023 Jara: 22.01.2023 Iara: 22.01.2023

Registered Officer 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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|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yknun FOunop®, Ta6aeTkn gucneprupyemslie [aas aereii], 100 mr + 125 mr

|Batch No / Cepust Ne : V2300079

|Batch Quantity / OGbem napram : 547.500kg

EAnalytical Report No / Ananutuyecknii oryer Ne :

890001640571

Date of Analysis / Jlata anam3a: 22.01.2023

Date of Manufacture / Jlata npousoacTsa : Dec-2022

Date of Expiry / Cpok rogHoctH : Nov-2027

| Analysis performed according ND / Anaau3 nposeaed no HJ/I: I N011252/02-041021

a) Total aerobic microbial |

count / Oo61ee yncno

29pOOHBIX MUKPOOPraHU3MOB

mould count / O61uee 4ucio
IPOJOKEBBIX U TJIECHEBBIX
rpu6oB

c) E. coli

b) Total combined yeasts and

Less than 100 CFU/g/
Meuee 100 KOE/r

Absent

Shall be absent in 1g/ OtcyTcTBue B 1
r

9 Uniformity of dosage units

- Tbuprofen / udynpoden

- Paracetamol / napaneramon

/

OAHOPOAHOCTH NO3MPOBAHUS 1.6

1.6

Acceptance value (AV) should be not
more than 150 / [Ilokasarens
npuemaemoct (AV) 10/mkeH ObITh He
oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tloka3arenn
npuemaemoct (AV) no/mkeH ObiTh HE
oonee 15.0 [

10 Assay / KonuuecTBeHHOE
onpegeeHHe

99.8 mg /99.8 mr

123.9mg/ 123.9 Mr

190.0 mg to 110.0 mg of C;3H;50:2

(ibuprofen) per tablet /
Ot 90,0 Mr no 110,0 mr Ci3H 1502
(ndynpoden) B Tabnerke
1112.5 mg to 137.5 mg of CsHyoNO»
| paracetamol) per tablet /

T 112,5 mMr mo 137,5 mr CsHoNO»
I\[napaueTamon) B TabJsieTke

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cootBercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
IMonroroBnexo: ) [Tpoepeno: Naresh Kumar Opnobpeno: Menemkep /
Ankit A v PykosoauTens W
.—-"""F/ - >
S Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Jara: 22.01.2023 Jlara: 22.01.2023 Jara: 22.01.2023

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

CIN: L5 1Y5AP1Y84PLLUU4SY/
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIHM3A
Page Lof 4/Crp. 113 4

Product : Nise tablets 100 mg
Mpoaysr 1 Hais®. rabaerku 100 mr
Batch No / 1 V2300090 Batch Quantity / :+ 5000000 tablets /
Cepist Ne O6vem cepun 5000000 TabaeTtok
Analytical Report No / : 040001736549 Date of Analysis / : 22.01,2023
ABANHTHYECKHI oTveT No Mara anaausa
Date of Manufacture / : Dec-2022 Date of Expiry / 1 Nov-2025
JlaTa npoussoacran Togen po (Bx:1)
Analysis performed according to ND / Ananus nposenen no HI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / sam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / w3m. Ne 3 or
28.09.2022)

[N | Test / ITokazaTens ___ Result/ Pesyastars == Specification / Hopma |

1 |Description / Onucanne Complies / CoorsercTayer | Yellowish white round biconvex tablets with
! smooth surface. / Bensle c xentoBaTuhim
[ OTTEHKOM KpYrJibie  1BOAKOBBITIYIUJIBIC
| TabneTKy ¢ ranKkoi NOBEPXHOCTHIO,

2 | Identification / Complies / CoorsercTyeT The retention time of principal peak irm:
| ommuHoCTD chromatogram  of test solution should
correspond 1o retention time of principal pcak‘

in Nimesulide standard solution |

‘ chromatogram under Assay / Bpewms
YACPXMBaHHA  OCHOBHOIO  NWka  Ha
XpOMaTorpaMMe,  HCIBITYEMOro  pacTeopa
| | AOJKHO COOTBETCTBOBATSH BPEMEHH
| | YAEPKMBaHWUA  OCHOBHOTO  IIMKa Ha
‘ XpOMaToOrpaMMe  pacTeBopa  CTAHAAPTHOrO
obpasua HHMeCYuaa (paznen

«KonnyecTBeHHOe onpeneneHHe)

| 3 |Average weight and mass ' 309.8 mg /309.8 mr [310mg+5.0%/310mr £5,0%
| unifi ity /
e el aces 18/20 tablets — NMT + 5 % /

| n oasiopoamocTs Maceb! ; = .
i P 18/20 Tabnerok — He Gonee £ 5 %

i |' 2720 tablets — NMT + 10 %/
I 2/20 Tadnerox — He Gonce £ 10 % |

T4 ‘ Dissalution / Pacteopenne | 102 %, 102 %, 100 %, 99 %, 98 %, | Not less tian 75 % (Q) of labeled amount of |
i 98 %o, CizHiaNaUsS nimesubide 1s dissolved 1n 45
| | minutes / He stesee 75 % (Q) or

|

|

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumeuanne: [Tpoaykr cooTReTCTRYeT TpeboBanusam HJ[ 3axmoqenne: O/JIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oxrorosneno: Iposepeno: & Onobpero: Meremrep / Pykosoiten
Ranjeet CD Naresh Kumar = Manoj Kumar -h“ Q#‘if"
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.01.2023 Hata: 22.01.2023 Jarta: 22.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
wu e dineddys.cuti




