Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Pagelof 6/Ctp. 1u3 6

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

H6ykaun FOnnop®, TabneTku gucneprupyembie s aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : Vel Paszmep cepuH : 1500000.0 Tab
Analytical Repovrt No/ 040002685096 Date of Analysis / 10.10 2024
AHaJIUTHYECKHIl oT4eT No : JlaTta aHann3a:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa npoH3BOJcTBA : I'oneH fo :

Analysis performed according ND / Ananus nposegen no HJ: JITT-Ne(004427)-(PI'-RU)-260124

Ne

2 |Identification /
ITognHHOCTH

Test / IToka3zaTeanb
1 | Description / Onucanne

Results / Pe3yabTaThl

Specification / Hopma |

| Pink round flat-faced beveled-edge

tablets with impregnations and a
score-line on one side and
[ characteristic odor. /
Kpyrnisie mnockoUWNHHIPUYECKUE
TabJIeTKH  PO30BOIO  [BeTa C
BKpaIUIEHHAMH, ¢ hackoit u puckoi
Ha OJIHOU CTOpPOHE, C XapaKTEPHBIM
3anaxoM.

Complies as prescribed/
CoOTBETCTBYET

| The retention times of the main peaks on the

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrbie
TIOCKOIUITMHAPUYECKHE TabneTku
PO30BOro [[BETA ¢ BKPATIEHUIMH, C (hackoii
U pucko Ha OFHOM CTOpOHe, cC
XapaKkTepHbIM 3aaxOM.

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
yIep)KUBaHHs  OCHOBHBIX  ITMKOB  Ha
XpoMaTorpaMMe HCMBITYEMOTO0 pacTBOpa
JIOJDKHBI ~ COOTBETCTBOBAaTH  BpeMEHaM
yAEpXKUBAHUSA TMHKOB Ha XpOMaTOrpaMme
pacTBopa CTaHJAPTHBIX oOpas1oB
ubynpodeHa W mapaueramona (pasfen
«KonuyecTBeHHOE ONpeaeeHIe»).

Remarks: The Product conforms to ND/
Ilpumedanue: [Iponykr coorsercTyet TpeboBanuam HJL

Opinion: APPROVED
3aknrouenne: OJJOBPEHO

Prepared by /

Kumar Maurya '

IToAroToBNEHO: Santosll

Checked by /
IIpoBepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyxosoautess
Pavan Kumar Sharma S~—————

Reprint Date:
Jara: 10.10.2024

Reprint Date:
JHata: 10.10.2024

Reprint Date:
Jara: 10.10.2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 2 0of 6/ CTp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann I0unop®, TaéneTku nucneprupyemsie s aereii], 100 mr + 125 mr

JlaTa npoH3BOACTEA :

Batch No / V2401979 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pazmep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040002685096 Date of Analysis / 10.10.2024
AnanuTuyeckKui otuer No : JdaTa ananan3a:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

T'ogen no :

Analysis performed according ND / Anaan3z mposenen mo HJI: JITT-Ne(004427)-(PT-RU)-260124

Ne Test / Iloxa3zaTeanb

3 Eerage weight

Ta0.J1eTOK

4 Disin_tegration /
PacnapaemocTth

of table_ts

/ Cpeauss macca

Results / PezynbTatnl

364.1 mg/ 364.1 mr

Complies/CooTBEeTCTBYET

01 min 01 sec/ 01 muy 01 cex

5 |Dissolution /
PactBOopenne

99 % to 100%

98 % to 100%

Specification / Hopma

357.7 mg to 3723 mg!
(365.0 mg + 2.0 %). /
Or 357,7 mr Ji(o) 372,3 Mr
(365,0 Mr +2,0 %)

| Not more than 3 min /
He 6onee 3 mun
'Not less than 70% (Q) of C13H1802

(ibuprofen) after 30 min / He meHee 70 %
Q) C13H1802

(u6ynpoden) uepes 30 muH

Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q C8HINO2

(mapaueramon) uepes 30 MuH

6 | Dispersibility /
JAucnepcHoctb

7 | Related substances / POHCTéeHHme anMeCH_

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 um sieve is formed / O6pa3syercs
OJHOPOAHAS  CYCHEH3Ms, MNPOXOASLIas
yepes CHTO C pazMepoM oTBepcTuil 710 MM

Remarks: The Product conforms to ND/
IIpumeyanne: [TponykT coorsercTBYeT Tpebosanusm HJJ

Opinion: APPROVED
3akaouenue: OJIOBPEHO

Prepared by /
IMoxroroenexo: Santo
Kumar Maurya

Checked by /

IIposepeno: Pawan Kumar

/,f, |

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykbsoanrens
Pavan Kumar Sharma {  —

Reprint Date:
Hara: 10.10.2024

Reprint Date:
Jara: 10.10.2024

Reprint Date:
Hara: 10.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page3of 6/CTp.3u3 6

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

M6y knas FOunop®, Tabaerku aucneprapyemsie [nis geteid], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus No @ pRPED Pazmep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040002635096 Date of Analysis / 10.10.2024
AHaanTuyeckuii oryer No : JlaTa ananu3a:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

Jara npou3BoaCTBa : TI'open fo :

|Analysis performed according ND / Auanus nposeaen mo HJI: JITT-Ne(004427)-(PI-RU)-260124

| Mo | Test/ Mokasarens Results / PesyabTaThbl Specification / Hopma
Method 1 / Meton 1 4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.0001 % more than 0.005 %
ggiff;SSZSSE:AepmaHm ) 4-amuHodeHon (npuMech napaueramosa) -
' |He 6onee 0,005 %
Method 2 / Meton 2 'Any individual unidentified impurity of
Determination of Below BDL (BDL~= 0.05%) / Hiwxe | jbuprofen or paracetamol - not more than
Ibuprofen and Paracetamol flopora perucrpaiiui 0.2%
unidentified impurities / (BIE =0:05v%)
Onperiestente E}IHHI/Il{HaS(IS HeuAeHTH UL pOBaHHAS
e S npuMech nbynpodena win napaueramona -
" He 6onee 0,2 %
npumeceil ubynpodeHa u
mapaneramosia
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumecet (Merox 1 + 0.0001
Meton 2)
g |Microbial limits* / Mukpo6uonoruyeckas auctoTa*
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [IpoaykT coorseTcTBYET TpeboBanusm HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Santosh IIpoeepeno: Pawan Kumar OnobpeHo: Menemxep / Pykosoantens
Kumar Maurya % Pavan Kumar Sharma < ——
Reprint Date: Reprint Date: Reprint Date:
Jata: 10.10.2024 Jarta: 10.10.2024 Jata: 10.10.2024




Dr.Reddy’s ‘f’

CERTIFICATE OF ANALYSIS
CEPTUHDOHUKAT AHAJIM3A

Paged4 of 6/ Ctp. 413 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOunop®, Tabnerkn qucneprupyemuie [ans geteii], 100 mr + 125 mr

OrcyrctByeTB 1 T

Batch No / Batch Quantity / 1500000.0 tab /
2
Cepust Ne : b Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002685096 Date of Analysis / 10.10.2024
| AHAIMTHYECKHI oT4eT Ne : Jara anannsa:
Date of Manufacture / 09/2024 Date of Expiry / 08/2029
JlaTa npou3BoacTBa : | TI'ogen no : ]
Analysis performed according ND / Ananu3 nposeaen nmo H/I: JITI-No(004427)-(PT"-RU)-260124
Ne Test / Iloka3zaTes Results / PesyabraTnl Specification / Hopma
| a) Total aerobic microbial <100 CFU/g/ ' Not more than 103 CFU/g /
count / Ob1ee yuciao <100 KOE/r He 6onee 103 KOE/r
aspOOHBIX
MHKPOOPTaHU3MOB
b) Total combined yeasts | <100 CFU/g/ Not more than 102 CFU/g /
and mould count / Ob1uee <100 KOE/r He 6onee 102 KOE/r
UKCIIO APOHOKEBBIX U
TNIJIECHEBBIX 'PUOOB |
| _
|c) E. coli Absentin il g/ | Shall be absent in lg /

OtcyrctBue B 1 1

9 |Uniformity of dosage units 7OJIHOpO,ILHOCTb JIO3UPOBaHKA

[Tapaneramon

Ibuprofen / U6ynpoden 1.4 The acceptance value (AV) should be not
more  than 15.0 /  Tlokasarenb
npuemieMoctn (AV) pomxeH ObiTb He
boiee 15,0

Paracetamol / 1.3 The acceptance value (AV) should be not

—l

more  than 15,0 /  Tlokazarenb
npuemiemMoctd (AV) gomkeH ObITb He
bonee 15,0

Remarks: The Product conforms to ND/
IIpameuanue: [IponyKT cooTBeTcTBYET TpeboBanusM HJJ

Opinion: APPROVED
3akmioueHue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxgrorosneno: Santos [IpoBepeno: Pawan Kumar Onobpeno: Menemxep / PykoBounTess
Kumar Maurya - L/ Pavan Kumar Sharma 4 ——
Reprint Date: Reprint Date: : Reprint Date:

Hara: 10.10.2024

Hara: 10.10.2024

Hara: 10.10.2024




Dr.Reddy’s ‘;.'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJTU3IA

Page 5 of 6/ CTp. 513 6

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

N6 ykanH I0unop®, TabaeTku aAucneprupyemsie [1as aereii], 100 mr + 125 mr

Batch No / V2401979 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pazmep cepuu : 1500000.0 Tab
Analytical Repo:‘t No/ 040002635096 Date of Analysis / 10.10.2024
AHANHTHYECKHIT oT4eT No : JaTa ananuza:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa npoH3BOACTBA : Ionen go :

Analysis performed according ND / Auann3 nmposeaen mo HJL: JIT1-No(004427)-(PI-RU)-260124

| Ne | Test/ HokasaTean Results / Pe3yJabTaThbl Specification / Hopma

10 | Assay/ KoqnyecTBeHHOE 100.1 mg/ 100.1 mr 90.0mg to 110.0mg of C13H1802
ompejeeHne (ibuprofen) per tablet / Or 90,0mMr no
110,0 mr C13H1802 (ubynpoden) B

TabneTke
1229 mg/ 122.9 mr 1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 mMr g0
137,5mMr C8HINO2 (mapaueramon) B

TabneTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20|

blisters and patient information blisters and patient information leaflet in a |
leaflet in a carton. / ITo 10 Tabnerok | carton. / Ilo 10 Tabierok B 6auctep u3
B Omuctep u3z I[IBX/Al. Ilo 2|IIBX/Al Ilo 1,2 unu 20 6nuctepoB BMecCTe
OnucTepa BMeCTe C MHCTPYKLHEH |C WHCTPYKLUUEH Mo MPUMEHEHHIO B MauKy
M0  MNpPUMEHEHHWIO B  MayKy | KAPTOHHYIO.

KapTOHHYIO.

12 |Labeling / MapkupoBka |According to ND. /B coorserctBun ¢ H/I.

13 IStorage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opurnHanbHoii ynakoBke (ONHCTep B Iauke) NpH TeMneparype He Boiile 25 °C.
11 | Shelf life / Cpox 5 years / 5 ner
TONHOCTH |
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumedanne: IlpogykT cooTBeTcTByeT TpeboBanusm HJ| 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBonutens
Kumar Maurya & N Pavan Kumar Sharma I! ==
Reprint Date: Reprint Date: Reprint Date:
Hara: 10.10.2024 Hara: 10.10.2024 Hara: 10.10.2024




Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page 6 of 6/ CTp. 613 6

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

H6ykann FOnnop®, TabneTkn aucneprupyembie [11s aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
V2401979

Cepust Ne : Pazmep cepuH : 1500000.0 Tab

Analytical Report No / 040002685096 Date of Analysis / 10.10.2024

Anaaurnyeckuii oryer No ; JlaTa aHaaM3a:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

|JaTa npoH3BOACTBA : I'ogen go :

| Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(004427)-(PI"-RU)-260124

* 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 manufacturer's certificate of analysis. / HcnbiTaHHe NPOBOAUTCS TONABKO A5 KaxkoH 20-H cepuu uiH 1s
OJHON cepuH B rod, B 3aBHCHMOCTH OT TOro, 4TO HacTynHT panee. Ilokasare/ib MOMKET OTCYyTCTBOBATH B

ceanquaTe AHAJIN3a NPOU3BOAHTE/IS.

Homep cepnu cyb6cTaHumu
npounssogutes I'JID:

API name (INN) /
Hanvenosanue AGC (MHH): Ibuprofen / Ubynpoden Paracetamol / [lapanertamon
Ak imanufschurenliatehi numbrery PIBM240151, PIBM240153 0290/24-25
Howmep cepun npounssoautenss AQC:
FP Manufacturer API Batch number /
FERA00480, FERA00481 FERA00391

API Manufactured by & country /
Hpoussoantens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTuB
®apma Caiiencus Jlumurten, Unaus

Sri Krishna Pharmaceuticals Ltd.,
India / llIpu Kpuuina
®dapmacerotukans Jita., Muaus

Remarks: The Product conforms to ND/

IIpumeuanue: [Ipoaykr coorreTcTByeT TpeboBanmsaM HJ|

Opinion: APPROVED
3axkmaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Santosh [IpoBepeno: Pawan Kumar Onobpeno: Mernemxep / PykoBonutens
Kumar Maurya Rl g Pavan Kumar Sharma

Reprint Date: Reprint Date: Reprint Date:

Hara: 10.10.2024 Hara: 10.10.2024 Hara; 10.10.2024




