Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

rh Road, Baddy,
70 205, INDA

Q01-0Z

Page 1 of 6/ Ctp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HMoyknun IOunop”, tabnetkn aucnepripyembie [as aeteii], 100 mr+ 125 Mr

Batch No / V2400295 Batch Quantlty_/ 543.6 ke
Cepns Ne : Pasmep cepun :
Analytical Repc:rt No/ 040002444958 Date of Analysis / 11.03.2024
AHanutruueckuil orqer Ne : Jlata aHanu3za:
Date of Manufacture / 02/2024 Date of Expiry / 01/2029
Hara npon3BoicTsa : T'ogeH po :
Analysis performed according ND / Ananus nposeaet no HJ[: [TN011252/02-150323
Ne ‘I'est / IloxazaTenn Results / PesyabTaTsl Specification / Hopma

1 |Description / Onucanue

Pink round flat-faced beveled-edge"
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyraele nnockoUHIMHApHYECKHE
TabJeTKH  po30BOro  LBETa C

BKpaIjICHUsAMH, ¢ dackoil ¥ puckoi
Ha OJHOM CTOpOHE, C XapaKTepHLIM
3aMaxOM.

Pink round flat-faced beveled-edge|

tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrasie TJIOCKOLIMIIHHAPUYECKHE
TabneTkn PO30BOrO BeTa c
BKpaIJIeHUusIMH, ¢ (ackodl U PHCKOH Ha
OJHOM CTOpPOHE, C  XapaKTepHBIM
3a1axoM.

2 |Identification /
HogauuHOCTEL

Complies as prescribed/
CooTBeTCcTBYET

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). /
Rpemera  ynemWRARWA  OCHORHRIX
TIMKOB Ha XpoMaTorpamme
HCIBITYEMOrO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIePKUBaHHUS IHKOB Ha
XpoMaTorpaMMe pacTBopa CTaHAapTHBIX
obpazuoB ubynpodeHa U napaueramosna
(pazmen «KonuuecTteeHHOE
oIIpeesicHIE).

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / ” Checked by / Approved by: Manager/Executive /
[lonrorosneno: ﬂ/ _ | Npoeepeno: Rama Kant Onobpeno: Menenxep / PykoBoanTennb
Ankit W Manoj Kumar Yol
Reprint Date: Reprint Date: ' Reprint Date:

Hara: 11.03.2024

Jara: 11.03.2024

Hata: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykmnn IOuiop”, Tabnetku amenepripyemole [ang nereiil. 100 mr + 125 mr

gatch No / V2400295 Batch Quantlty./ 543.6 kg
epust Ne : Pasmep cepun :
Analytical Repc:rt No/ . 040002444958 Date ofAnaly.s1s/ 11.03.2024
AHamuTiueckuil oryer No ; Jlara aHanuza:
Date of Manufacture / 02/2024 Date of Expiry/ 01/2029
Jlata mpou3BoACTBa : [Conen 1o :
Analysis performed according ND / Ananu3 nposeznen no H: I1 N011252/02-150323
Ne Test / IlokazaTenb Results / PeaynasTaThl Specification / Hopma
3 | Average weight of tablets / 364.7 mg/ 364.7 mr 357.7 mgto372.3 mg |

Cpennss Macca TabjeToK

Complies/CooTBeTCTBYET

(365.0 mg £2.0 %). /
Ot 357,7 mr no 372,3 mr
(365,0 Mmr + 2,0 %)

nn i 2E qan [/ NN narrer UL .
00 min 35 sec/ 00 muH 35 cex

Not more than 3 min /
He 6onee 3 Mun

A Mt bnvmezbine /

T LISINtegraiion /
PacnagaemMocthb

5 |Dissolution / PacTBOopeHnue

6 |Dispersibility /
JucnepcHocTh

98 % to 100 %

98 % to 99 %

~ Complies / CootBeTcTByeET

Not less than 70 % (Q) of C;3Hi30;
(ibuprofen) after 30 min / He wenee
70 % Q) CizH130,
(ubynpoden) yepes 30 MuH

Not less than 70 % (Q) of CsHsNO;
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO2
(napaueramon) yepe3 30 MUH

| Uniform suspension passing through the

710 pm sieve is formed / O6pazyercs
OJTHOPOAHAS CYCNEH3Us, NPOXOIAIAs
gepe3 CHTO C pPa3MepoM OTBEpPCTHH
710 MKkM

Remarks : The Product conforms

I pumeuanue: [Iponykr coorBeTcTByeT Tpeboranusam HJ

to ND/

Opinion : APPROVED
3axawyenne: OJOBPEHO

Prepared by / /\ Checked by / Approved by: Manager/Executive /
[TonrotosneHo: /\ _ Ilposepeno: Rama Kant Onobpeno: MeHemxep / Pykoeonntens
Ankit o Qg Manoj Kumar \i”iﬁ—ﬁ
Reprint Date: Reprint Date: \ Reprint Date:

Jata: 11.03.2024 Hara: 11.03.2024 Hara: 11.03.2024
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykmin FOnuop”. tabnerky aucnepripyemsie [ais aereii], 100 mr + 125 mr

Batch No / V2400295 Batch Quantlty./ 543.6 kg
Cepust Ne : Pasmep cepuy :

Analytical Repczrt No/ 040002444958 Date of Analysis / 11.03.2024
Ananutnueckuit otuer Ne : JlaTa aHanu3a:

Date of Manufacture / 02/2024 Date of Expiry/ 01/2029
JlaTa npoHu3BOJICTBA : ToneH jio :

Analysis performed according ND / Ananu3z nposesen no HJI: TT N011252/02-150323

7 | Related substances / PoacTBeHHBIe IpUMECH
Method 1/ Merop 1 0.001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpepneneHue coaepxaHus 4-aMmuHOGEHON (ripumech
4-amunodeHona napateramorna) - He 6onee 0,005 %
Method 2 / Meron 2 0.10% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpepenenue Enunnynas  HeWJeHTUPULHMPOBaHHAS
HeHJeHTHQHULHPOBAHHBIX pUMech ubynpodeHa WITH
npuMeceii noynpodeHa u napateramona - He 6onee 0,2 %
napaneramona
Total impurities (Method 0.10% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceit (Merog 1 +
MeTton 2)

8 |Microbial limits* / MHKpoOHOJIOTHYECKAA YHCTOTA™
a) Total aerobic microbial NA Not more than 10° CFU/g / B
count / Ob11ee 4UCIO He 6onee 10° KOE/r
a’pOoOHBIX
MHMKPOOpPraHH3MOB

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykr cootBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toprorosnexo: A — | IIpoBepeno: Ram nt Onobpeno: Menemxep / PykoBoautens
Ankit ; 'L‘d; Manoj Kumar A

Reprint Date: Reprint Date: " Reprint Date:

Jarta: 11.03.2024

Hara: 11.03.2024

Hata: 11.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykmin FOniop”, Tabnerku nueneprupyemsie [ gereii], 100 mr+ 125 mr

Batch No / V2400295 Batch Quantlty./ 543.6 kg
Cepust Ne : Pa3mep cepui

Analytical Repczr“[ No/ 040002444958 Date of Analysis / 11.03.2024
AHanuTu4eckuii otyeT Ne : JlaTta ananusa:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npon3BOACTBA : I'oneH no :

Analysis performed according ND / Apanus nposeseH no HJI: ITIN011252/02-150323

b) Total combined yeasts NA Not morc than 10 CFU/g /
and mould count / O01uee He 6onee 10> KOE/r
YUCIIO IPOXOKEBBIX U

IJIECHEBBIX [PUOOB

¢) E. coli NA Shall be absentin 1 g/

OtcyrcrBue B I T

9 | Uniformity of dosage units /

OAHOPOJHOCTE J03UPOBAHHS

10
onpejaeJeHHe

122.5 mg/ 122.5 mMr

Remarks : The Product conforms to ND/

Ibuprofen / M6ynpoden 1.8 The acceptance value (AV) should be not
more than 15.0 / Iloxasarens
npuemiemMocTd (AV) HOIKEH OBITh HE
6oxee 15,0

Paracetamol / [Tapaneramon 2.2 The acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npuemneMoctd (AV) nomkeH ObITh HE
oouee 15,0

:\SSEIy/KOJIH‘lECTBeHI;Oé | 99.0 mg / 99.0 Mr 90.0mg to 110.0 mg of CpiH;sOs

(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C;3HisO2 (ubympoden) B
TabneTKe

1125mg to 137.5mg of CsHyNO2
(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5Mr CsHoNO, (mapaneramon) B
Tabnetke

IIpumeuanne: [Iponykr cooTBeTCTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosiexo: ﬁ - Hpoepeno: Ramg Kant .%_ Onobpeno: Menemkep / PykoBgantens
Ankit M Manoj Kumar 4 j

o el
Reprint Date: Reprint Date: ! Reprint Date:
Hara: 11.03.2024 Hara: 11.03.2024 Hara: 11.03.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Cormutation Ur
Yill, £hel, Nalagari Road, Baddh,

H.5., 173 205, INDIA

Page 50f 6/ CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmn IOunop”, Tabnetku nucneprupyemsle [is gereiil, 100 mr + 125 mr

Batch No / Batch Quantity /

Ceprist Ne : V2400295 Pa3smep cepun : 2436 kg
Analytical Repclrt No/ 040002444958 Date of Analysis / 11.03.2024
Ananutnueckuii otuet Ne : JlaTa aHanu3a:

Date of Manufacture / 02/2024 Date of Expiry/ 01/2029
JlaTa npou3BoACTEA : T'oneH po :

Analysis performed according ND / Anann3 nposesied no HJI: ITTN011252/02-150323

10 Lablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnetok B 6aucrep
u3 [IBX/Al. Tlo 2 6nuctepa BMecTe €
HHCTpYKLMEHl MO NpPHUMEHEHHIO B
NaYKy KapTOHHYIO.

10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 tabnerok B 6uuctep us
IIBX/Al Ilo 1, 2 wimu 20 6nucrepos
BMECTe C HHCTPYKLMEH [0 IPUMEHEHHUO
B Ma4Ky KapTOHHYIO.

According to ND. / B cooTBETCTBHH €

Th

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHaipHO# ynakoske (6incTep B Mauke) MPU TEMIEpATypPe HE BBIILE

11 |Package / YnakoBka
12 |Labeling / MapkupoBka
13 |Storage conditions /
XpaHeHue
| 14 [Shelflife / Cpok rogHoCTH

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. / McnibiTaHHe NPOBOAUTCS TONBLKO AJISI Kaxknoii 20-if cepuyu MM 1JIst OAHOI CEPHH B
roji, B 3aBUCHMOCTH OT TOI0, YTO HACTYNHT paHee. Iloka3aTesib MOKeT OTCYTCTBOBATH B CePTHRHKATE aHAJIHU3A.

Frpisterad Cffice: ¢

fa!

G0 8800
QOE507

:, Ermail maita

Remarks : The Product conforma to ND/ Opinion : A'PTROVED
Mpumeuyanue: [IpoaykT cooTeTCcTBYET TpeboBanuam HJJ 3akmouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosaeHo: ﬁ [IpoBepeno: Rama Kant Opobpeno: Menemxep / Pykosonutens
Ankit fy& Manoj Kumar h&ﬁ
b 8

Reprint Date: Reprint Date: ! Reprint Date:
Hata: 11.03.2024 Jara: 11.03.2024 Hara: 11.03.2024

Road Mo, ¥, Banjara Hills, Hyderabad - 500034, Telangana, india
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page 6 of 6/ CTp. 6 13 6

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

Woykmmn FOuiop™. Tabnerkyu aucnepritpyembre [ans aereii], 100 mr + 125 mr

Batch No / V2400295 Batch Quantlty./ 543.6 kg
Cepust No : Pazmep cepun :

Analytical Repczrt No/ 040002444958 Date of Analysis / 11.03.2024
AHanuTHyeckuit otuet Ne : JlaTa ananuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BoACTBA : I'ogen fo :

Analysis performed according ND / Ananus nposeed no HJI: 1T N011252/02-150323

API name (INN)/

Hanmenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapanieramon
manuf:

API manufacturer batch number / PIBM230405 APAPE2023060685

. ctu
Homep cepun npouzpoautenss ADC:

FP Manufacturer API Batch number /
Homep cepun cydcTaHuMH FERA00048 FEQAO00345

npoussogurens IJID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country/ Limited, India / Conapa 3xTHB I'panynec Unnus JIta., Unnusa
Iponzsonurens ADC, crpana: ®dapma Caitencus Jlumuren, Munusa
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanne: [Ipopykt cooTBeTcTBYeT Tpebopanusm HJT Saxmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBnexo: /{ _ | posepeno: Rama Kapt d—— Onobpeno: Menemxep / Pykosonutens
Ankit / il w N Manoj Kumar e Y
Reprint Date: Reprint Date: Reprint Date:
Hara: 11.03.2024 Hara: 11.03.2024 Jara: 11.03.2024




