. i
Dr.Reddy’s QT.'

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

Yill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, INDiA
Tzl +91 93166 56001-02
www.direddys.com

Page10f6/Ctp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmin IOuuop®, Tabnetku aucneprupyemsie [is aetei], 100 mr+ 125 mMr

gatch No / V2400264 Batch Quantlty'/ 547.500 ke
epys Ne Pasmep cepun :

Analytical Repgrt No/ 040002441866 Date ofAnaly'sxs / 08.03.2024
AHxanutuyeckuii otuet Ne JlaTta aHanu3za:

Date of Manufacture./ 02/2024 Date of E)fpll‘y/ 01/2029
JlaTa ripou3BOACTBa : T'open po:

Analysis performed according ND / Asanu3s nposesier no HJI: TIN011252/02-150323

No Test / Ilokazarens

Results / Pe3yabTaThl

Specification / Hopma

1 |Description / Onncanne

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

score-line on one side and
characteristic odor. /
Kpyrasle  IIOCKOUMIMHAPUYECKHE
TabNeTKH  pO30BOr0  IBETa C

BKparjIeHusIMH, ¢ $ackoil u pucCKoi
Ha OJIHOH CTOpOHE, C XapaKTEPHBIM
3anaxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyribie TUTOCKOLIMJIMHAPUYECKHE
TabJIeTKH PO30BOTO BETA c
BKpAIlIeHHAMH, C GacKoil U pUcCKoi Ha
OJHOH  CTOpPOHE, C  XapaKTepHbIM
3a1axom.

2 |[Identification /
IogauHHOCTDL

Complies as prescribed/
CooTBeTcTBYET

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). /
Bpemena  ynmepuBaHUS ~ OCHOBHBIX
HKOB Ha XpomaTrorpamme
HUCTBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpEMEHaM
yIEpPXKUBAHUS MUKOB Ha
XpOMaTorpamMMe pacTBopa CTaHAAPTHBIX
oOpaznoB ubynpodena U napaleramona

Remarks : The Product conforms to ND/
Ilpameuanue: [Iponykt cooTBeTCTBYET TpeboBanusM HJT

(pa3nen «KonnyectTBeHHOE
oTIpeACNICHUEY).
Opinion : APPROVED

3axiogenune: OJJOBPEHO

Jata: 08.03.2024

Hara: 08.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: ITpoeepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoanrens
Pravesh Rund ‘ (_}I_,‘—: Manoj Kumar (j i E _ EJ
Reprint Date: Reprint Date: Reprint Date:

JaTa: 08.03.2024

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

Tl +91 40 4900 2000, F

S1
CliN: L85 195AP1984PLCC04A507
wwrrdrreddys,com

40 G500 2999, Email: mail@drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yknun Oumop”, Tabnetky aucneprupyemsle [uis aereii], 100 mr + 125 mr

Batch No/ Batch Quantity /

Cepisi Ne : V2400264 PasMep cepu : 547.500 kg
Analytical Repgrt No/ 040002441866 Date of Analysis / 08.03.2024
AHanutu4eckuif otyeT Ne : Jlara aHanuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOJCTBA : ['open no:

Analysis performed according ND / Ananus nposenes no HII: ITN011252/02-150323

No Test / IToxazaTean

Results / PesyaLTaTel

Specification / Hopma

3 | Average weight of tablets /
Cpennsist Macca TaG1eToOK

365.7 mg/ 365.7 mr

Complies/CooTBETCTBYET

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

4 Disintegration /
Pacnapaemoctn

00 min 33 sec/ 00 muH 33 cek

Not more than 3 min /
He 6onee 3 MUH

5 |Dissolution / PacTBopenue

6 |Dispersibility /
JlucnepcHOCTH

98 % to 103 %

97 % to 101 %

Complies / CoOoTBETCTBYET

Not less than 70 % (Q) of Ci3sHizOs
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi50;
(ubynpoden) uepes 30 MUH

Not less than 70 % (Q) of CsHoNO»
(paracetamol) after 30 min / He meHnee
70 % Q) CsHoNO»
(nmapaueramon) yepes 30 MHH

| Uniform suspension passing through the

710 um sieve is formed / O6pasyercs
OJHOPOIHAs CYCHEH3HUs, NPOXOAsLIas
Yyepe3 CUTO C pa3MEpoOM OTBEpCTHil
710 MKM

Remarks : The Product conforms

to ND/

ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Iposepeno: Pardeep Kumaii' Onobpeno: Menemxep / PykosoguTels
Pravesh Rana > — Manoj Kumar IL;.L’- _l:_f
Reprint Date: Reprint Date: Reprint Date:

Jara: 08.03.2024 Hara: 08.03.2024 Hata: 08.03.2024

‘Clangana, india
1dreddes,com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y« IOunop”, Tabnetkn aucneprupyemple [ns nereii], 100 Mr + 125 mMr

Batch No / V2400264 Batch Quant1tyf 547.500 kg
Cepust No Pasmep cepuu :

Analytical Repc:rt No/ _ 040002441866 Date of Analysis / 08.03.2024
AHxanuTHyeckuit otuer No : JlaTa anHanu3a:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
Jlata npou3BOACTRA : I'ogen po :

Analysis performed according ND / Ananus nposeaen no H/I: TT N011252/02-150323

7 |Related substances / Poacrpeniic npaMecH
Method 1 / Meton 1 0.001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpenenenne cofepxaHus 4-amuHOGEHON (npumech
4-amuHodeHona napaneramona) - ve 6onee 0,005 %
Method 2 / Merton 2 0.09% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2 %
Onpenenexue EnuHuuHas  HewAeHTHULUPOBaHHAS
HeUJIeH TADHLUPOBAHHBIX IpUMECh HoOynpodena WIH
npumeceil udynpodeHa u napaueramona - ue 6onee 0,2 %
napaneramosna
Total impurities (Method 0.09% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceit (Meton 1 +
Merton 2)

8 |Microbial limits* / MukpoOuosoruyeckast 4ucToTa*
a) Total aerobic microbial Less than 100 CFU/g/ Not more than 10° CFU/g /
count / Ob1ee yncio Menee 100 KOE/r He 6onee 10> KOE/r
a3pobHBIX
MHKPOOPTraHU3MOB

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBineHo: ITpoBepeHo: Pardeep Kumaer/, Onobpeno: Menemxkep / PykoBoautens
Pravech Rana ' . Manoj Kumar fhw_é w(ﬂ
Reprint Date: Reprint Date: Reprint Date:

Jata: 08.03.2024

Jara: 08.03.2024

Jlata: 08.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr, Reddy's Laboratories Lid
Tidlation Unit-6
Yill. Khol, Matagarh Road, Bacd,

HWP, 173205, INDA
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yknuH IOumnop®, Tabnetky aucneprupyemsle [1is aereii], 100 mr+ 125 mr

Batch No / Batch Quaniity /

Cepus Ne V2400264 Pa3smep cepun : >47.500 kg
Analytical Rep?’rt No/ 040002441866 Date of Analysis / 08.03.2024
Ananntuyeckuii otuet Ne ; Jarta aHanu3a:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOJCTRA : lopen fo :

Analysis performed according ND / Ananus nposenen no HJT: [T NO11252/02-150323

b) Total combined yeasts
and mould count / Ob1uee
YKCJIIO IPOMNOKEBBIX U
TUIECHEBBIX TPUOOB

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

Not more than 10* CFU/g /
He Gonee 10? KOE/r

c) E. coli

Absentin 1 g/
OtcyTcTBYeTB 1 T

Shall be absent in 1 g/
OrcyrctBue B 1 1

onpeaesieHue

Remarks : The Product conforms to ND/
Ilpumeuanue: [poayxr coorBeTcTBYeT Tpeboanusm HJI

123.1 mg/ 123.1 Mr

9 | Uniformity of dosage units / OgHOPOAHOCTH A03HPOBAHUS
Ibuprofen / U6ynpoden 2.0 The acceptance value (AV) should be not
more than 150 / Ilokasarene
npuemsieMocTd (AV) nomkeH OBITH He
oonee 15,0
Paracetamol / TTapaneramon 2.0 The acceptance value (AV) should be not
more than 150 / [Ilokasatens
npremieMocTd (AV) noibkeH OBITH He
Oonee 15,0
10 |Assay / KonuyecTrBeHHOE 99.6 mg/ 99.6 mr 90.0mg to 110.0 mg of CiHizOs

(ibuprofen) per tablet / Ot 90,0 Mr n0
110,0 mr Ci3H;sO2 (ubynmpodeHn) B
Tabnerke

1125 mg to 137.5mg of CsHoNO:
(paracetamol) per tablet/ Ot 112,5 Mr 10
137,5Mr CsHgNO, (mapaneramon) B
TabneTke

Opinion : APPROVED
3axaouenne: OJIOBPEHO

Jara: 08.03.2024

Jara: 08.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: ITposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoaHTENE
Pravesh Rana > C—LE’ Manoj Kumar 1 ! ; ;

| L
Reprint Date: Reprint Date: Reprint Date:

Jlara: 08.03.2024

, Banjara Hills, Hyderabiad -

pandrreddys.com

500034

Telangana, india




Dr.Reddy’s ":'.
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Dr. Reddy's Lahoratories Ltd
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmuH IOnuop”, Tabnetkn aucneprupyemsie [is aereii], 100 mr+ 125 mr

gatch No / V2400264 Batch Quanuty./ 547.500 kg
epust Ne Pasmep cepun :

Analytical Repc:rt No/ 040002441866 Date of Analysis / 08.03.2024
Ananuruveckuid otuer Ne : Jlata aganuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOACTBA : T'ozen 1o :

Analysis performed according ND / Ananus nposesen no HJI: ITN011252/02-150323

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / [To 10 tabnerok B Gaucrep
u3 [IBX/AL ITo 2 6aucrepa BMecTe ¢
MHCTPYKIMEH MO NpPUMEHEHHI0 B
na4yky KapTOHHYIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 Tabnerok B 6stmcTep U3
IIBX/AL TIlo 1, 2 umu 20 GyucTepoB
BMECTE C HHCTPYKLMEH 110 IPUMEHEHHIO
B MayKy KapTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cOOTBETCTBHH C

HII.

13 | Storage conditions /
Xpanenue

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanbHOlM ynakoBke (OnUcTep B Mayke) [IPU TEMIIEPATYPE HE BhILLE

14 |Shelf life / Cpok rogaocTa

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. / McnbITaHHE MPOBOAUTCS TOJBKO st KaxA0H 20-H cepHH MM JJIA OXHOM cepuy B
rofi, B 3aBHCHMOCTH OT TOr0, 4YTO HACTYNHMT panee. Iloka3aTeb MOXKET OTCYTCTBOBATh B cepTHQHKATE aHAJIM3A.

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponaykT coorBercTBYeT TpeboBauusM HJT

Opinion : APPROVED
3aknoyenue: OJJOBPEHO

Hara: 08.03.2024

Hara: 08.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToproroBneHo: IIposepeno: Pardeep Kumar Opobpeno: Menemxkep / PykoBoautens
Pravech Rana 5 = Manoj Kumar i ol

18
Reprint Date: Reprint Date: Reprint Date:

JlaTa: 08.03.2024

Revistered Hffice: 8-2-337, Road No, 3, Banjarn Hilis, Hyderabad - 500034, Telangana, india
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnn IOuuop”, Tabnetku nucneprupyemsie [us gereii], 100 mr + 125 mr

Batch No/ Batch Quaniity /

Cepiisi Ne - V2400264 Pasmep CEpHH : 547.500 kg
Analytical Reptzrt No/ 040002441866 Date of Analysis / 08.03.2024
Aunanutnyeckuii otuet No : JlaTta aHanu3a:

Date of Manufacture / 02/2024 Date of E)fplry/ 01/2029
JlaTa npou3BOACTBA : ["ozen 10 :

Analysis performed according ND / Ananus nposesied no HJI: TI N011252/02-150323

API name (INN) /
Hauvenopanme AdDC (MEHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIRM230456 APAPE2023060685
Homep cepun npousBoauresst ADC: T : :
FP Manufacturer API Batch number /
Howmep cepun cy6cTanumun FEQA00656 FEQAQ00345
npouspoanteas I'JIP:

Solara Active Pharma Sciences Granules India Ltd., India /
AP1 Manufactured by & country / Limited, India / Conapa DxTuB ['panynec Uunus Jita., Unpus
Iponssomutent ADC, crpana: ®dapma Caiiencus Jlumuren, Unaus

Remarks : The Product conforms to ND/
Ipnmeuanue: [1ponykT cooTBeTcTBYeT TpeboBaHmam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroBnexo: Iposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBogurens
Pravesh Rana C)ﬁ?« Manoj Kumar 1 2 ; [5
Reprint Date: Reprint Date: Reprint Date:

Hara: 08.03.2024 Hara: 08.03.2024 Hara: 08.03.2024
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