Dr.Reddy’s ":

-

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page1of 6/ CTp. 1H3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrnns FOunop®, Tabnerku aucneprapyemsie [aust geteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : pd0e Pa3mep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002725019 Date of Analysis / 15.11.2024
AHanuTHYeCKHH oTyeT Nt : JlaTa anasu3a:

Date of Manufacture/ 10/2024 Date of Expiry / 09/2029

JiaTa npoH3BOACTEA : TI'omen 1o :

Analysis performed according ND / Auanus nposejen no HJI: JIT1-Ne(004427)-(PI'-RU)-260124

I No | Test / Ilokazarenan

Results / Pe3yabraTel

| 1 |Description / Onncanne |Pink round flat-faced beveled-edge

|
|

2 |Identification /
o IHHHOCTD

tablets with impregnations and a
gcore-line on one cide and

characteristic odor. /
Kpyriele niocKOLMIHHAPHUYECKHE
TabNeTKH po30BOr0  LBeTa C

BKpAIJIeHHMHU, ¢ dackoit U puckon
Ha OJIHOH CTOPOHE, C XapaKTEPHBIM
3anaxoM.

Complies as prescribed/
CooTBeTcTBYyET

|

T Sﬁcc;iﬁcation_ / Hopma

" | The retention times of the main peaks on the

| «KOMHYECTBEHHOE ONMpee/IEHUEY).

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor/ Kpyrnsie
TOCKOLAMMHAPHUECKHE TabneTky |
PO30BOro LIBETA C BKPANIEHUAMH, ¢ dhackoi
M pHUCKOA Ha ONHOH CTOpPOHe, ¢
XAPAKTEPHBIM 3aI1aX0M. |

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). / BpeMeHa
YOEepXNBAaHHS ~ OCHOBHBIX ~TNHKOB  Ha
XPOMATOrpaMMe HCIBITYEMOTO  pacTBOpa
NOMKHBI  COOTBETCTBORATE  RPEMEHaM
YAEpXKHUBAHUS THKOB Ha XpOMaTOrpaMMe
pacTBopa CTaHJaPTHBIX 06pa3ior
ubynpodeHa W mapaueramona (pasmgen

Remarks: The Product conforms to ND/
IIpumeuanne: ITponykr cooTBeTcTBYET TpeboBanuam HJT

Opinion: APPROVED
3akmoyenne: OJOBPEHO

Prepared by /

TToprortosneno: Santosh
Kumar Maurya @_,

Checked by /
Ilporepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykopoantens

Amit Kumar ‘/\—" :;/ B

Reprint Date:
Jlara: 15.11.2024

Reprint Date: J

Hara: 15.11.2024

Reprint Date:
Hara: 15.11.2024
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Dr. ReddY’s ‘_'z'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTH3A

Page2of 6/ CTp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun ¥Ounop®, Tabaerku aucneprupyemsie [ans gerei], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepns Ne : g Pasmep cepHH : 1500000.0 Tab
Analytical Repovrt No/ 040002725019 Date of Analysis / 15.11.2024
Ananutndecknii oryer No : Jata aHanu3a:

Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa npou3BOACTEA ! | ToneH j10 :

Analysis performed according ND / Ananu3s nposegen no H/I: JITT-Ne(004427)-(PT-R1))-260124

|

Ne Test / Iloka3aTeb

] Results / PesyabTaTs!

/ Cpegnsist macca
Tabacerox

4 | Disintegration /
' PacnagaemocTb

3 | Average weight of tablets

|5 |Dissolution /
' | PacTBOpenne

363.1 mg/363.1mMr

Complies/Co0TBeTCTBYET

00 min 48 sec / 00 muH 48 cex

Specification / Hopma

357.7 mg_— to 372.3 mg
(365.0 mg + 2.0 %). /
Ot 357,7 mr zo 372,3 Mr
(3650 Mr£2,0%)

| Not more than 3 min /

He 6onee 3 MHH

100 % to 101%

99 % to 100%

Dispersibility /
ducnepcHocTn

Complies / CooTBeTCTEYET

Not less than 70 % (Q) of C13HI1802
(ibuprofen) after 30 min / He menee 70 %
Q C13H1802

(u6ynpoden) yepes 30 MUH
Not less than 70 % (Q) of C8HINO2

(paracetamol) after 30 min / He menee 70 %
Q) C8HONO2

(mapaneramon) 4epe3 30 MHH

Tiniform snspension passing thrangh  the
710 pm sieve is formed / OB6pasyeTcs

|OOHOpORHAS  CYCNEH3Hs,  MNpPOXOAfLIas
| yepe3 CHTO C pa3MePOM OTBEPCTHH 710 MKM

Remarks: The Product conforms to ND/
Ipumeuanne: [ponykr cooTeTcTBYET TpeboBaHusIM HII

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

IMoarorosnexo: Santosh
Kumar Maurya %_

Checked by /
ITpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Merenxep / PykoBonuTesnb

Amit Kumar s b
j’\(/

Reprint Date:
Hara: 15.11.2024

g

Reprint Date:
Hara: 15.11.2024

Reprint Date: '
JTara: 15.11.2024
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Dr.Reddy’s Q!-

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A

Page3of6/Ctp.3uz 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
(MOykaux IOnnop®, Tabaerku nucneprupyembie [nia gereii], 100 mr + 125 Mr

Batch No / Batch Quantity/  |1500000.0 tab /

Cepwst No : Nadiasse Pa3mep cepHH : 1500000.0 Tab

Analytical Repovrt No / 040002725019 Date of Analysis / 15.11.2024
AHAJHTHYECKHHA oTyeT N2 : JaTa ananuza: S |
Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa npou3BoOACTBA : I'ogen go :

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

Ne | Test/Ylokazarenn
'Method 1/ Meron 1
4-Aminophenol content /
Omnpeznenenue copepxaHus
4-amuaodeHONa

: Results / PesynnsTaThl

0.0001 %

Method 2 / Meton 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenedue

| HenAEHTHPHUUPOBAHHBIX
npumeceit nbynpodena u
napaueramona
Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meton 1 +
Merton 2)

0.09%

|
|
|

0.09%

Specification / Hopma
4-aminophenol (paracetamol impurity) - not
more than 0.005 %

|4-aMuHOGEHON (MPHMECE MapaueTamona) -
'[He Bonee 0,005 %

'Any individual unidentified impurity of
\ibuprofen or paracetamol - not more than

IO.Z%

Enuuudnas HeyleHTHOHUHpOBaHHAas
nprmMech UOynpodieHa MK apaueTamoJa -
He 6onee 0,2 %

Not more than 0.7 % / He Gonee 0,7 %

§ |Microbial limits* / MukpoGuonoruueckas uuctora*

a) Total aerobic microbial

count / Ob11ee yuciao

a3pobHBIX
MHKpPOOPraHHU3MOB

i NA

[Not  more  than 103 CFU/g /|

| He 6onee 103 KOE/T

Remarks: The Product conforms to ND/
IIpumeyanue: Ipogykr cooTeeTcTBYET TpebOBaHHAM H]I

Opinion: APPROVED
3akaouenne: OJJOBPEHO

ITaTa: 15.11.2024

Hara: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Santosh INpoeepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBoauTens
Kumar Maurya ‘ﬁ\ Amit Kumar vagl )

Al Al
Reprint Date: Reprint Date: ! Reprint Date:

Jara: 15.11.2024




Dr.Reddy’s ‘f’:“

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page 4 of 6/ CTp. 4 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yrann FOuuop®, TabeTkn aucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity/  |1500000.0 tab/

Cepua Ne : ks Pazmep cepHH : 1500000.0 T26

Analytical Repo:-t No/ 040002725019 Date of Analysis / 15.11.2024
AHanuTHYEeCKHIH oTYer No : JlaTa ananusa: o
Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa npoH3BOACTBA : Ilogen 10 :

Analysis performed according ND / Ananns nposenen no HJI: JITT-Ne(004427)-(PI™-RU)- 260124

Ne Test / IlokaszaTeasn

| YUCJIO APOXIKEBBIX H

Results / Pezym,TaTu

|§E. coli

9 ' Un_iformity of dos-égé units /-O_JIHOpOJlHOCTL nosﬁposaﬂua

b) Total combined yeasts ‘NA
and mould count / Obniee
niecHeBbIX TpuboB

NA

Specification / HopMa !

Not  more than 102CFUlg  /
He 6onee 102 KOE/r
Shall be  absent in lg /

OrcyrctBue B 1 T

| The acceptance value (AV) should be not

[Tapaueramon

Tbuprofen / U6ynpoder 25
more than 15.0 /  Iloxasareis
npuemnemoctd (AV) momken ObiTe He
6onee 15,0

Paracetamol / 2.6 | The acceptance value (AV) should be not

more  than 150 /  Tlokazartens
npuemieMoctd (AV) HOmkeH ObITb He
bosee 15,0

10 :\ssay / Komu4ecTBeHHOE

ompenescHue

100.5 mg / 100.5 mr

124.7 mg/ 124.7 mr

90.0mg to 110.0mg of CI13H1802
(ibuprofen) per tablet / Ot 90,0 Mr no

110,0 vr CI3H1802 (ubynpoden) B
Tabnerke
1125mg to 137.5mg of C8HINO2

| (paracetamol) per tablet / Ot 112.5 mr 10|

Remarks: The Product conforms to ND/
IIpumeuanne: IIponykt cooTeeTcTByeT Tpeboranuam HJI

Opinion: APPROVED
3axaouenne: OJJOBPEHO

Jata: 15.11.2024

Hata: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Santosh [Iporepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoauTenb
Kumar Maurya ;ji g7 Amit Kumar R

i Voo
Reprint Date: Reprint Date: Reprint Date: Y

Hara: 15.11.2024




Dr.Reddy’s ‘_‘:’.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Page Sof 6/ CTp. 513 6

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

Ubyrann IOunop®, TabneTku aucnepripyemste [ans pereii], 100 mr + 125 mr

Batch No / V2402334 Batch Quantity / 1500000.0 tab / b
Cepust Ne : Pazmep CEpHH : 1500000.0 Tab

Analytical Report No / 040002725019 ' Date of Analysis/ |5 112024
AnanuTiueckuit oryer Ne : Jarta aHann3a: o
Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JaTa npoH3BOACTEA : . TI'open no :

Analysis performed according ND / Anasns nposesien mo HIL: JITT-Ne(004427)-(PT-RU)-260124

Results / Pe3yabpTaThl

No ‘ Test / IlokasaTenn Specification / Hopma

Tabnerke

11 |Package / Ynakoeka |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 Tabnerox |carton. / ITo 10 tabnerok B 6nucrep us3
'B Gmucrep w3 MBX/Al IMo 2 |TIBX/Al Tlo 1, 2 nnu 20 61ucTepos sMecTe
I |6nMcTepa BMeCTE C MHCTPYKLHEH |C MHCTPYKUHEH IO NPHMEHEHUIO B MavKy
' Mo  npHMeHeHHIo B MadKy |KAPTOHHYIO.

KapTOHHY!O.

12 |[Labeling / Mapkupoeka | According to ND. / B cootsercteuu ¢ HII.

13 [Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHHe B opuruHanpHol ynakoeke (61HCTep B NavKe) IPH TEMIISPATyPe HE BBILLE 25 °C.
14 [Shelflife / Cpok 5 years / 5 et
TOTHOCTH

* 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. / McnbiTaRHE NPOBOAUTCS TOJIBKO AN Kaxgoi 20-H cepHH MITH ISt
OIHON CepHH B TOf, B 3aBHCHMOCTH OT TOrO, YTO HacTynutT panee. IlokasaTenb MoxeT OTCYTCTBOBATEL B
cepTHdHKATe aHATTH3Aa IPOH3BOJHTES.

Rewnacks: The Product conforms to ND/ ’ Opinion: APPROVED
ITpumeuanne: IIpogyKT cootsercTBYeT TpeboBanusam HJI 3aknouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroToBneHo: Santosh . ITposepeno: Pawan Kumar Opo6peno: Menemxep / PykoBoauTtens
Kumar Maurya { }(( Amit Kumar At
A [
Reprint Date: Reprint Date: Reprint Date: U
Jata: 15.11.2024 Jata: 15.11.2024 Hara: 15.11.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page60of 6/ CTp. 613 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxanu IOunop®, Tabnerku ancneprupyembie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepna No : Vel Pasmep cepuy : 1500000.0 Tab
Analytical RepoEt Neo/ 040002725019 Date of Analysis / 15.11.2024
AHAJHTHYECKHI oTyeT Ne : JaTa anannsa: -
Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa NpoOH3BOACTEA : T'omen 1o :

Analysis performed according ND / Ananns nposeacn no HJL: JIT1-Ne(004427)-(PI'-RU)-260124

Homep cepun cyGeTannum
npoussoauTens I'JID:

API name (INN) / . oy
Hanmenosatue ADC (MHH): _ Ibuptofen / U6ynpoden Paracetamol / [lapaneramorn
API manufacturer batch number / PIBM240160 ATAT/24040591
Homep cepun npouzsoauTens AMC:
FP Manufacturer API Batch number /

FERAOQ0525 FERA00433

API Manufactured by & country /
Ipomspogurenas ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
dapwma Caitencuz Jlumuren, Uuaus

Granules India Ltd., India /
I'pauynec Uuans JIta., Mogus

Remarks: The Product confors to ND/
ITpumeuamie: Ilpoayxr coorseTcTBYeT TpeboBannam HJJ

Opluivu: APPROVED
3akmoyenne: OJJOBPEHO

Jara: 15.11.2024

Hara: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Samosh;%' [Mposepeno: Pawan Kumar Opobpeno: Menemxep / Pykooautens
Kumar Maurya ) { Amit Kumar = A oL~

Reprint Date: Reprint Date: ' Reprint Date: '

Hara: 15.11.2024




