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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabaerkn aucneprupyemsie [is geteii], 100 mr + 125 mr

Batch No / V2401152 Batch Quantity / 547.5 kg
Cepuss No : Pazmep cepuu :

Analytical Repovrt No/ 040002576841 Date of Analysis / 29.06.2024
AHanuTnueckuii oTueT Ne : JlaTta anaansa:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
Jara npou3BoacTBAa : TogeH go :

Analysis performed according ND / Ananu3 nposeaen mo HJI: [1 N011252/02-150323

Test / IToxkaszaTeanb

Ne

Results / Pe3yabTaThl

1 |Description / Onucanue

tablets with impregnations
score-line on one side
characteristic odor.
Kpyrnsie
TabNeTKH

po30BOTO

Pink round flat-faced beveled-edge

and a

and
/

TIJIOCKOUUJIMHAPHHYECKHE
LBETa C

BKpaIUIEHHSMH, C (acKoi U pUCKOR

3alaxomMm.

Ha OJTHOM CTOpOHE, C XapaKTepHbIM

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrneie TUIOCKOLFITHHAPHYECKUE
TabneTku pPO30BOTO LuBeTa c
BKparuieHusIMH, ¢ (ackoii 1 puckoit Ha
OIHOM CTOpOHE, C  XapaKTEepPHbLIM
3aMaxoM.

2 |Identification /
IMopuHHOCTH

Complies as prescribed/
CooTBeTcTBYET

i. 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  ynmepXMBaHMS ~ OCHOBHBIX
UKOB Ha XpOMaTOrpaMMe |
HUCTBITYEMOTO  PacTBOpPa  JOJDKHBL
COOTBETCTRBOBAThH BpeMeHaM
yIAEpKUBaHUSA MTHKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodena U napamneramosua
(paznen «KonnuecteeHHOE
OIIpe/IeNICHHE)).

Remarks : The Product conforms to ND/
IIpumeuanne: Ilponykt cooTBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3akaouenne: QJJOGPEHO

Prepared by /

Maurya

——

IToaroroBneno: Santosh Kumar

Checked by /
IIpoBepeno: Pawan Kumar

-

Approved by: Manager/Executive /

Onobpeno: Menemxep / P'gmrrcnb

Pavan Kumar Sharma

Reprint Date:
Hara: 29.06.2024

Reprint Date: !

Jara: 29.06.2024

Reprint Date:
Hata: 29.06.2024

¢ ilo 2, Bangare Hills, Hydarabad - 500024, Telangana, India

mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Page2 of 6/ CTp. 23 6

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

Hoyxmun FOunop®, TabneTkn aucneprupyembie [nsi aereii], 100 mr + 125 mr

Baich No / V2401152 Batch Quantity / 547.5 ke
Cepnst Ne : Pa3smep cepuu :

Analytical Repo:‘t No/ 040002576841 Date of Analysis / 29.06.2024
AHaauTH4ecKHi oTdeT No ¢ JaTta ananuza:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BojACTBa : T'ogen fo :

Analysis performed according ND / Anasmns nposegen mo HJ{: TI N011252/02-150323

Ne ‘ Test / IlokazaTesan Results / Pe3yabTaThl Specification / Hopma
3 .Average weight of tablets / I| 365.3 mg/ 365.3 mr 357.7 mg to 372.3 mg
Cpenunsis macca Tabnerok | . (365.0 mg £ 2.0 %). /
Complies/CooTBETCTBYET OT 3577 Mr 210 372.3 Mr
1(365,0 Mr + 2,0 %)
4 |Disintegration / 00 min 36 sec/ 00 mMuH 36 cek ;Not more than 3 min/
Pacnagaemocthb He 6onee 3 Mun
5 |Dissolution / PacTBopeHue 98 % to 100 % ~ |Not less than 70 % (Q) of Ci;3Hi502!
| (ibuprofen) after 30 min / He MeHee|
70 % Q) C3H1302
(ubynpoden) yepes 30 MHH
98 % to 100 % Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO>
(napaueramon) uepes 30 MUH
6 T)fsp?rﬁbility/ Complies / CooTBeTcTBYET | Uniform suspension passing through the
JucnepcHocTh 710 um sieve is formed / Ob6pazyercs
OJHOPOJHAS CYCIEH3Us, MPOXOJAIAs
yepe3 CHUTO C pa3MepoM OTBEpPCTHil
710 MxMm
7 |Related substances / PoagcTBeHHbIe NpHMecH

Remarks : The Product conforms to ND/

IIpnmeuanne: [Tponykr coorBeTcTBYET TpebopanusaM HJI

Opinion : APPROVED
3akawuenue: OJJOBPEHO

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

IToaroToBneHo: Santos/l Kumar | IIposepeno: Pawan Kumar Onobpeno: Menemxep / PYkoBoanTENh

Maurya ( ‘%,» Sz Pavan Kumar Sharma (_fh,___ﬂ
—— '_’(, >

Reprint Date: Reprint Date: ! Reprint Date:

Jara: 29.06.2024 Jara: 29.06.2024 Hara: 29.06.2024

P Hills, Hyderabad - 500024, Telangana, India

iz ianil@ drraddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabaerkn aucneprupyemspie [nist gereii], 100 mMr + 125 mr

Batch No / V2401152 Batch Quantity / 547.5 kg
Cepusi Ne : Pa3mep cepun :

Analytical RepOj't No/ 040002576841 Date of Analysis / 29.06.2024
AHaMTHYecKHH oT4yeT No : JlaTa aHayu3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa MpOH3BOJACTBA : T'onen 1o :

Analysis performed according ND / Ananuz nposegen no HJI: IT N011252/02-150323

Ne Test / ITokazaTeanb |

Method 1/ Metop 1
4-Aminophenol content / |
Onpejenenue conepKaHus
4-amunodeHona

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HEUIEHTUPHULMPOBAHHBIX
npumMeceii ubynpodena u
napaneramosna

Total impurities (Method
I+Method 2) / Cymma
npumeceit (Meton 1 +
Merton 2)

Results / PesynbTaThl

i Specification / Hopma

~0.0003%

0.10%

0.10%

8 |Microbial limits* / MukpoOnoJiornyeckas YHCTOTA*

'4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amuHOdeHON (npumecs
naparieramona) - He 6onee 0,005 %

IAny individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2%

EnunuyHas  HeuaeHTUGULUpPOBaHHAs
IpUMECh noynpodeHa Ui
napaneramona - He 6oinee 0,2 %

Not more than 0.7 % / He 6onee 0,7 % |

a) Total aerobic microbial
count / Ob1ee yucno
a’pOOHBIX
MHKpPOOPraHU3MOB

NA

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

Remarks : The Product conforms to ND/

Ipnmeuanue: [TIpoayKT cooTBETCTBYET TpeboBaHusM HJ]

Opinion : APPROVED
3axumouenne: OJIOBPEHO

Prepared by /

IToarorosneno: Santosh Kumar

Maurya Y
/2

Checked by /
IIposepeno: Pawan Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoanreb
Pavan Kumar Sharma ..

/

Reprint Date:
Jata: 29.06.2024

Reprint Date:

Jara: 29.06.2024

Reprint Date:

Jara: 29.06.2024
iz, Hederated - 5000624, Telangana, India
2098 Emils maill@direddys.com
WPLC00A507
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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

2 Reddy's Laberatories Lid.
Formulation Unit-6

Vill. Khol, Malagarh Road, Badidi,
Distt, Solan, H.P, 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOunop®, tabaerku aucneprupyemuie [anst aereii], 100 mr + 125 mr

Batch No / V2401152 Batich Quantity / 5475 kg
Cepus Ne : Pa3smep cepuu :

Analytical Report No/ 040002576841 Date of Analysis / 29.06.2024
_AﬂaﬂnanecKuu oTyer Ne : Jara apaJsinza:

Date of Manufacture / 05/2024 Date of Expiry/ 04/2029
HdaTa npousBoacTBa : I'opeH o :

Analysis performed according ND / Ananns nposeaen no HJI: 1 N011252/02-150323

I.N'e

Specification / Hopma

Test / IlokazaTenb Results / Pe3yabTaThl
b) Total combined yeasts NA
and mould count / Obuee
| YHCIIO APONOKEBBIX U
TJIeCHEBbIX TpHOOB
|
c¢) E. coli NA

|OtcyTcTBue B 1 T

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

Shall be absentin 1 g/

9 | Uniformity of dosage units / O1HOpoAHOCTH JO3HPOBAHHSA

Ibuprofen / 6ynpoden 1.7 The acceptance value (AV) should be not
more than 15.0 / llokazatens
npueMiaeMocTH (AV) noibkeH ObITh He

f 6onee 15,0
Paracetamol / [Tapaueramon 1.7 The acceptance value (AV) should be not
more than 15.0 / [Iloka3arens
npueMiieMocTH (AV) noimkeH ObITH He

6onee 15,0
10 | Assay / KoanuecTBeHHOe 99.1 mg/99.1 mr 90.0mg to 110.0mg of C;HisOr
ompeaeeHHe (ibuprofen) per tablet / Ot 90,0 Mmr no
110,0 mr C;3HigO2 (ubynpoden) B

Tabierke

124.6 mg / 124.6 mr

1125mg to 137.5mg of CsHoNO:
(paracetamol) per tablet / Ot 112,5 mr z10 |
137,5 mr CgHoNO, (mapauetramoin) B|

Remarks : The Product conforms

ITpumeuanue: [Iponykrt cooTBeTcTBYeT TpeboBanuaM HJI

to ND/

Opinion : APPROVED
3akmaouenue: OJOBPEHO

Prepared by /
[Toarotorneno: Santosh Kumar
Maurya (

_—

Checked by /
IIpoBepeno: Pawan Kumar

ri

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoantens

Pavan Kumar Sharma _ji:i_)/

Reprint Date:
Jara: 29.06.2024

Reprint Date: /

Jlata: 29.06.2024

Reprint Date:
Hara: 29.06.2024

Hyderabad - 300024, Telangana, India

sieail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 of 6 / CTp. 513 6

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

Noykaun IOHn0p®, TabJIeTKH Jucneprupyemsble [aas aereii], 100 mr + 125 mr

Batch No / V2401152 Batch Quantity / 547.5 kg
Cepust Ne : Pa3zmep cepuu :

Analytical Report No / 040002576841 Date of Analysis / 29.06.2024
AHATHTHYECKMI oTUeT Ne : JaTa ananuza: e
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BoJACTEA : Toxen no :

Analysis performed according ND / Avanu3 npopeaen mo HJI: [T N011252/02-150323

Ne | Test / [loxazaTens Results / Pe3yabTaThl Specification / Hopma
‘ TabeTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

land patient information leaflet in a|blisters and patient information leaflet in
carton. / ITo 10 Tabnerok B 6nucrep |a carton. / [To 10 Tabnerok B 6aucTep n3
u3 [IBX/AL Ilo 2 6nucrepa Bmecte ¢ |[IBX/AL Ilo 1, 2 unu 20 6nuctepos
WUHCTPYKIIMEH MO MPUMEHEHUIO B |BMECTE C HHCTPYKLHEHN 1O NIPHMEREHHIO |

| nayKy KapTOHHYIO. B Mauky KapTOHHYIO.
; 12 |Labeling / MapkupoBka According to ND. / B cooTBETCTBHH c HA. |
| 13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHue B opuruHanbHoH ynakoke (6MCTep B auke) NpH TEMIIEPAType HE BbIILE
25 °C.

14 | Shelf life / Cpok roguoctu |5 years /5 niet

* 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. / UcnbITaHHe NIPOBOJUTCS TOJBKO VISt Kaskaoi 20-H cepHH HIIH AJI8 OAHOM CepHH B
roj, B 3aBUCHMOCTH OT TOI'0, UTO HACTYIHT paHee. [loka3aTe/ib MOKeT OTCYyTCTBOBAThL B cepTHHKATE aHAIM3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Iponykr coorBercTByeT TpeboaHusM HJT 3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Santgsh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / PyxoponmuTens
Maurya (%1/ 22 Pavan Kumar Sharma C'lﬂw.__ —
Reprint Date: Reprint Date: Reprint Date:

Hata: 29.06.2024 Hata: 29.06.2024 Hata: 29.06.2024

o, Hytierabad - 500024, Telangana, India
il: mal@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Page 6 of 6/ CTp. 6 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxaun I0unop®, TabneTkn Aucneprupyemble [mus aereii], 100 mr + 125 mr

/ 1/
Batch No / V2401152 Batch Quantity / 547.5 kg
Cepus No ; Pa3zmep cepuu :
Analytical Repo\}*t No/ 040002576841 Date of Analysis / 29.06.2024
AHaanTuuyeckHii oTuer No ; Jara ananuza:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npoH3BOACTBA : I'open go :
Analysis performed according ND / Ananus nposenen mo HJI: IT1 N011252/02-150323

API name (INN)/
Haumenosanne AGC (MHH): Tbuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM?240025 APAPE2024030206

Homep cepun npoussoaurtesa ADC:

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIUM FERA00227 FERA00220

npouspoautes I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DkxTHB I'panynec Unnusa JItn., Uuaus

Mpoussogutens ADC, crpana: ®apma Cartencus Jlumuren, Unaus

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumedanne: IIponykT cooTBeTcTByeT TpeboBanusm HJL 3akaoyenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar | [Iposepeno: Pawan Kumar Onobpeno: MeHemwkep / PykoBoanTteis
Maurya d}, !ff Pavan Kumar Sharma %_’-;—;/
Reprint Date: Reprint Date: ! Reprint Date:

Jlata: 29.06.2024 Hata: 29.06.2024 Jara: 29.06.2024

isterzel Oicer 8-2-337, Read Ho, 3, Baniars Hills

nnd - 500024, Talangana, India
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