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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6yxann FOuuop®, Tabaerku aucneprupyembie [as gereid], 100 mr + 125 mr

Batch No / V2401153 Batch Quantity / 438.0 kg
Cepus Ne : Pa3zmep cepuH :

Analytical Report No / 040002588098 Date of Analysis / 13.07.2024
AHanuTH4Yeckuii oryer No ; JlaTa aHaamn3a: T
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa nmpou3BojcTBa : Tomen 1o :

Analysis performed according ND / Anasnn3 nposeaer no HJI: TI N011252/02-150323

Ne Test / ITokazaTesb Results / PeaynbTaTsl Specification / Hopma

'Pink round flat-faced beveled-edge|Pink round flat-faced beveled-edge
tablets with impregnations and a|tablets with impregnations and a score-
score-line on one side and|line on one side and characteristic odor./
characteristic odor. /| Kpyrnbie TUTOCKOLMTMHPHYECKHE

1 |Description / Onucanue

Kpyrnele  MIOCKOUMIHHAPUYECKHE | TAOIETKH pO30BOIo LBETa c
TabIeTKH  pO30BOr0  1BETa  C|BKpaIUICHHSMHM, C (ackod M PHCKOH Ha
BKpanjeHnsMH, ¢ $hackoit 1 pUCKOH | OJHOH  CTOpOHE, ¢  XapaKTepHbIM

Ha OJHOM CTOpPOHE, C XapaKTCPHLIM I33.1'[21)(0M.
3amnaxoM.

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 (Assay section). /
BpeMeHna  yIep)KMBaHHS ~ OCHOBHBIX
THKOB Ha XpoMaTorpaMmme
HCIIBITYEMOrO  pPacTBOpa  JIOJKHBI
COOTBETCTBOBATH BpEMEHaM
yIepKIBaHUS TUKOB Ha
XpoMarorpaMme pacTBopa CTaHAapTHBIX
obpazuop ubynpodeHa U napareramosa
(pazmen «KonnyecTBeHHOE
OTIpE/IeNIEHHEY).

2 | Identification /
| IMognuHHOCTDH

Complies as prescribed/
CoOTBETCTBYET

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTBYeT Tpebopanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotoaexno: Ramakant ITposepeHo: Santosh Kui%‘]r Maurya | Onobpeno: Menemxep / Pykgpoaurens

{% n }d\ G- Pavan Kumar Sharma if:‘::_’j:/
\ <

Reprint Date: Reprint Date:
JHara: 13.07.2024 Jara: 13.07.2024

Reprint Date:
Hara: 13.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2899, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOuuop®, Tabnerku aucneprupyembie [ais gereii], 100 mr + 125 mr
| .
Batch No / V2401153 Batch Quantity / 438.0 kg
Cepust Ne : Pa3mep cepun :
Analytical Repo:‘t No / 040002588098 Date of Analysis / 13.07.2024
AHaJIHTHYecKHIi oTueT No : JlaTa anannsa:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa npousBoacTea : I'open oo :
Analysis performed according ND / Anaaus nposeaen mo HJI: 11 N011252/02-150323
‘ Ne Test / IlokazaTenn | Results / PesynbTaThl ‘ Specification / Hopma
3 |Average weigﬂt of tablets / | 366.1 mg/ 366.1 mr 357.7 mg to 372.3 mg
Q
Cpeansist macca TabJIeTOK Complies/CoosercTayer (365.0 mg £2.0 %). /

Ot 357,77 mr no 372,3 mr
(365,0 Mr £2,0 %)

4 | Disintegration / 00 min 24 sec / 00 muH 24 cex | Not more than 3 min/
PacnapgaemocrThb He Oonee 3 mun
5 |Dissolution / PacTBopenne 97 % to 99 % Not less than 70 % (Q) of CizHiz0:
(ibuprofen) after 30 min / He wmeHee
70 % Q) Ci3H 30,
(ubynpoden) yepes 30 MUH
96 % to 99 % Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % (Q) CgHr)NOZ
(napaueramon) depe3 30 MUH
6 |Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
JucnepcHocTh 710 uym sieve is formed / Obpazyetcs
OJTHOPOJHAs CYCNEH3Us, TNPOXOoAAllas
[uepe3 cuTO € pasmMepoM OTBepCTHH
| : 710 MxkM
[ 7 |Related substances / PoacTBenHble npuMecH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IponykT cootBercTBYET Tpeboanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Ramakant Tposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / PykgBoaurens
IM@)J [ ﬁ Pavan Kumar Sharma D g
Reprint Date: Reprint Date: Reprint Date:
Hata: 13.07.2024 Jara: 13.07.2024 Hata: 13.07.2024

Registered Office: 8-2-

Tel 491410

CRNEZ07

LR LG

ww direddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A
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Formulation Unit-6
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ykaun FOunop®, Tabaerku aucneprupyemsie [1s aeteii], 100 mr + 125 mr

Batch No/ V2401153 Batch Quantity / 438.0 kg
Cepusi No : Pasmep cepun :

Analytical Repo:‘t No / 040002588098 Date of Analysis / 13.07.2024
AHanuTHYEeCKHH 0TUeT Nb : JlaTa aHanu3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa npoH3BOACTBA : I'onen no :

Analysis performed according ND / Ananus nposeaen mo H/: TI N011252/02-150323

Test / IlokazaTens

Method 1/ Meton 1
4-Aminophenol content /

iNg

4-amMuHodeHona

Method 2 / Metopn 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenexue
HeUJeHTUD UL POBAHHBIX
npumeceii uoynpodeHa u

[ mapaneramona

1+Method 2) / Cymma
npumeceit (Meton 1 +
Merton 2)

OrnpeaenieHye coaepKaHus

Total impurities (Method

Results / PesyabTaTsl ‘

Specification / Hopma

0.0003%

0.08%

i4—aminophenol (paracetamol impurity) - |
'not more than 0.005 %

4-amuHodeHON (npumecs
napateramorna) - He 6onee 0,005 %

"Any individual unidentified impurity of

ibuprofen or paracetamol - not more than
0.2%

Enunnunas  HeuaeHTH(HUUHMPOBaHHAs
IPUMECh ubymnpodena UJH
naparneramona - He 6onee 0,2 %

0.08%

Microbial limits* / Mukpo6Guosiorunueckasi HucToOTa™

|a) Total aerobic microbial
count / Ob11ee Hucno
a3poOHbIX
MHUKPOOPTaHU3MOB

i NA

Not more than 0.7 % / He 6onee 0,7 ‘T:

Not more than 10° CFU/g /

He 6onee 10° KOE/r

Prepared by /
IloxrorosneHo: Ramgkmt

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBeTcTBYeT TpeboBanusam HJ

Checked by /
IIpoBepeno: Santosh K

lﬁar Maurya

Opinion : APPROVED
3axmouenne: OJOBPEHO

Approved by: Manager/Exécutive /

Opnobpeno: Menenxep / PykosouTens

Adeor() Pavan Kumar Sharma <{é&—=
. // ‘a/_-",'—'//
Reprint Date: ' Reprint Date: Reprint Date:
JHata: 13.07.2024 Hara: 13.07.2024 Hara: 13.07.2024
Regisierad Office: 8-2-237, Road Wo. 3, Banjaia Hills, Hyderabad - 506024, Telanzana, i
Tel. +81 40 4800 2800, Faw: +51 40 4800 2829, Email ipallDdrraddyacam

CIN: LSE125AP1034PLED0AZ0T

s diteddys.com




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Dr. Reddy's Labaratories Lid
Formuliation Unit-6
Vill. Khol, Malagarh Road, Badali,

173 705, 10

Distt. Solan, H.P,
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6vykaun FOnnop®, Tabnerku aucneprupyemsie [ns geteii], 100 mr + 125 mr

Batch No / V2401153 Batch Quantity / 438.0 kg
Cepust No : Pa3mep cepun :

Analytical Repovrt No / 040002588098 Date of Analysis / 13.07.2024
AHaluTHYecKHit oTdeT No : Hata anasuza:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
Jata npou3BojcTsa : T'oxeH a0 :

Analysis performed according ND / Auanus nposenen mo H: I1 N011252/02-150323

Ne Test / Tloka3zareinb

Results / PesyabTaThl

b) Total combined yeasts
and mould count / Ob1ee
YHCIIO JPOXOKEBBIX U
IJIECHEBBIX MPHUOOB

c) E. coli

NA

Specification / Hopma

Not more than 10* CFU/g /
He 6onee 10” KOE/r

NA

Shall be absentin 1 g/
OrcytcTBUE B 1 T

9 | Uniformity of dosage units / OxHOpPOIHOCTH 103MPOBAHUSA

Ibuprofen / U6ynpoden |

1.6

Paracetamol / [Tapaneramon

1.5

The acceptance value (AV) should be not
more than 150 / Ilokazarenb
npuemiaeMocti (AV) nomkeH ObITb He
6onee 15,0

| The acceptance value (AV) should be not

more than 150 / [Ilokazartens
npuemsieMocTd (AV) nomkeH ObITH He
6onee 15,0

10 | Assay / KotuuecTBeHHOE
onpeneJeHHe

100.6 mg / 100.6 mr

123.9 mg/ 123.9 mMr

190.0mg to

110.0mg of Ci3His0:
(ibuprofen) per tablet / Ot 90,0 Mmr no
110,0 mr  C13Hi302 (ubynpoden) B
TabieTke

112.5mg to 137.5mg of CsHoNO:
(paracetamol) per tablet / Ot 112,5 Mr o
137,5 mr CsHgNO, (mapaueramon) B|

Remarks : The Product conforms to ND/

Ilpameuanue: [Ipoaykr coorBeTcTBYeT Tpeboanusam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
ITogrorosneHo: Ramakant

Bl

Checked by /
[IpoBepeno: Santosh K,ﬁaar Maurya

-

o A—

Approved by: Managet/Executive /
Onobpeno: Mernemxep / P§koBomiirens
Pavan Kumar Sharma :f""‘:"”

/

1]

Reprint Date:
Hara: 13.07.2024

Reprint Date:
Jara: 13.07.2024

Reprint Date:
Hara: 13.07.2024

Registered Office: 8-2-337, R

oad No, 3, Banjara Hills, Hyderabad - 500034, Tetangona, Indis

Tel: +91 401200 2900, Fax: +51 410 42060 2999, Fmeail. matt@direddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerku aucneprupyemple [as aereii], 100 mr + 125 mr

Batch No / V2401153 Batch Quantity / 438.0 kg
Cepusa Ne : Pasmep cepuu :

Analytical Repourt No/ 040002588098 Date of Analysis / 13.07.2024
AHanuTHYecKnii oTyer Ne : JlaTta aHaqu3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BOACTEA : TogeH 110 :

Analysis performed according ND / Ananus nposenen no H/I: I1 N011252/02-150323

Ne Test / IlokazaTenan Results / PesynbTaTsl Specification / Hopma
: : R Tabnerke
11 Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

and patient information leaflet in a
carton. / Ilo 10 tabnerox B 6muctep
n3 [IBX/AL o 2 6nuctepa BMecTe ¢
| HHCTPYKLMEH IO NPHMEHEHUIO B
nayky KapTOHHYIO.

blisters and patient information leaflet in
a carton. / Ilo 10 Tabnerok B Omucrep u3
IMBX/AlL Tlo 1, 2 unu 20 Onucrepos
BMeCTe C UHCTPYKLHE 0 MTPUMeEHEHHIO
B Ta4Ky KapTOHHYIO.

===

Labeling / MapkupoBka

According to ND. / B coorBercTeuu ¢ HJI. i

13 | Storage conditions /

XpaHeHHe

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunansHol ynaxoBke (61ucTep B ayke) NpU TEMIIEPATYPE HE BBILLE

14

Shelf life / Cpok rognocTH

5 years /5 net

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / HcnbiTaHHe NPOBOJUTCS TOJAbLKO ANA KaxcAoi 20-1 cepuu uiu AJist OXHON CEpHH B
roj, B 3aBHCHUMOCTH OT TOI'0, YTO HACTYNHUT paree. [lokazaTesb MoXKeT OTCYTCTBOBATh B cepTH(HKaTE aHATH3A.

Remarks : The Product conforms to ND/
IIpumeuanune: JIpoaykT cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3akmoyenune: OJJOBPEHO

Prepared by /
Iloarotosneno: Ramakant

W

Checked by /
IIpoeepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /

Onobpeno: Menemkep / PyroBoanTens
Pavan Kumar Sharma k;/

Reprint Date: Reprint Date: Reprint Date:
Jata: 13.07.2024 Hara: 13.07.2024 Hara: 13.07.2024
Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 61 40 4200 2909, Email: mail@diraddys.cam

CIN: LESI95AP1S84PLLOTASGT
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laborateriag Lid
Formulation Unit-6

Vill. Khol, Malagarh Road, Rady
Distt. Solan, H.P.L 173 208, i Dia
Tel: +91 98166 5&{

cOurl-01
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HNoykaun IOunop®, Taénerku Aucneprupyemsie [ans aereii], 100 mr + 125 Mr

Batch No / V2401153 Batch Quantity / 438.0 kg
Cepus No : Pa3mep cepun :

Analytical RepoE't No/ 040002588098 Date of Analysis / 13.07.2024
AHaluTHYecKHii oTdeT No : JlaTa aHanuza:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa mpou3BOJCTBA : T'ogen go :

Analysis performed according ND / Anann3s nposenen mo HJI: IT N011252/02-150323

API name (INN) /

Hanvenosanme AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
API manufacturer batch number / PIBM240025 APAPE2024030206
Homep cepun npoussoguteis ADC:

FP Manufacturer API Batch number /

Howmep cepuu cyGcTaHunu FERA00227 FERA00220

npousBoautes I'JID:

API Manufactured by & country /

IIponspoautens ADC, crpana:

Limited, India / Conapa DxTHB

Solara Active Pharma Sciences

®apma Caifencus Jlumuren, Haaus

Granules India Ltd., India /
I'panynec Unnusg Jtn., Uepus

Remarks : The Product conforms to ND/
IIpumeuanue: ITponykT cooTBeTCcTBYeT TpeboBaHmaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToaroTossieno: Ramakant

e

Checked by /
IIposepeno: Santosh Kum}{Maurya

i

&

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykgBoautens

Pavan Kumar Sharma j’::f;’/f

Reprint Date:
JlaTta: 13.07.2024

Reprint Date:

Hara: 13.07.2024

Reprint Date:
Hara: 13.07.2024

Registared Office: 8-2-337, Road Mo 2, Banjara Hills, Hyderabad - 560034, Telanganz, India
Tel: +91 404900 2900, Fax: =81 10 1900 2009, Erail: mail@drreddyz.com
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