Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 1 of 6/ CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann IOnunop®, Tabnerku gucneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : s Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002723813 Date of Analysis / 15.11.2024
|AnannTrdecknii ordeT No : Jata aHajansa:

| .

(Date of Manufacture / [ 10/2074 Date of Expiry / 09/2029

|Z[aTa IPOH3BOACTBA : I'onen go :

| Analysis performed according ND / Ananms nposexen no H: JIIT-Ne(004427)-(PI-RU)-260124

.N‘QI

Test / IlokazaTean

1

Description / Onucanne

Identification /
IMogtMHHEOCTH

Results / PesysbTaTsl

| Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrasie niIocKOUMIMHAPHYECKHE
TabneTku  pO30BOTO  1IBETa C
BKparjeHmsami, ¢ Gackoi 1 pHcKoi
Ha OJIHOM CTOPOHE, C XapaKTEePHbIM
3aMaxom.

Complies as prescribed/
CooTBeETCTBYET

Pink round flat-faced beveled-edge tablets |
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnsie
TIOCKOUMNMHAPHYECKHE TabNeTKH |
PO30BOTO LIBETA C BKPAIUIEHUSIMH, C (ackoH |
[ puckoli Ha OmHOH cTOpOHE, C
| xapakTepHbIM 3aMaxoM. '

i The retention times of the main peaks on the
[ chromatogram of the test solution should
[correspond to the retention times of the
Ipeaks on the chromatogram of ibuprofen
land paracetamol reference standards
solution (Assay section). / BpemeHa
yIepX HBAaHHS  OCHOBHBIX IIMKOB  Ha
XpOMaTorpaMMe MCIBITYEMOIO pacTBopa
[monKHBI ~ COOTBETCTBOBATH  BpEMEHAM
| yiepxuBaHHS NHKOB Ha XpPOMaTOrpamMme
pacTBopa CTaHAAaPTHBIX o6pa3ios
[nOynpodena u mnapaueramorna (paszen
| «KoruecTBeHHOE ONpPEAENEHUER).

Remarks: The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTBeTCTBYeT TpeboBanusm HIL

Opinion: APPROVED
3akarouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Santosh
Kumar Maurya ;h.

S

Checked by /
[TpoBepeno: Pawan Kumar

ya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoauTens

Amit Kumar - e
J’f\-";/"’

Reprint Date:
Jara: 15.11.2024

Reprint Date: !

Hata: 15.11.2024

Reprint Date:
Hara: 15.11.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Page2 of 6/ CTp. 2 43 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxaun IOnuop®, Tabaerku qucneprupyemsle [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : = Pazmep cepHH : 1500000.0 Tab
Analytical Repo:rt No/ 040002723813 Date of Analysis / 15.11.2024
AHajguTHYeckuii oTyeT No : Jara ananunsa:

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

JlaTa upou3BojacTBA : I'open g0 :

Analysis performed according ND / Anaau3 nposeaen mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne ; Test / IloxazaTen
3

] Average weight of tablets |

‘ / Cpennsis macca
| TabJIeTOK
|

4 DisintegraEion /
PacnagaemocTnb

5 | Dissolution /
| PacrBopenne

6 |Dispersibility /
JucunepcHocTb

i Results / Pe3yﬂbT_aTbl Specification / Hopma |
366.0 mg/ 366.0 Mr 357.7mg to 372.3 mgi
. (365.0 mg + 2.0 %). /
Complies/CooTBETCTBYET Or 357.7 mr ILO 3723 wr
[(365,0 Mr £2,0 %)
00 min 50 sec / 00 mun 50 cek | Not more

|
than 3 min /|
| He 6onee 3 Mun |

Not less than 70 % (Q) of C13H1802]
(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802
|(146ynp0¢)eH) yepe3 30 MUH

Not less than 70% (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2
(napaueTtamon) uepe3 30 muul

101 % to 103%

100 % to 102%

Uniform suspension passing through the
710 pm sieve is formed / OOpasyercs
OJHOPOZHAs  CYCIEH3Us, Npoxopsias
gepes CUTO ¢ pa3MepoM OTBepcTHH 710 MKkM

B Cc;mplies / COOTBETCTBYET

7 |Related substances / PoacTsenHble MpUMecH

Remarks: The Product conforms to ND/
Ipumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJI

Opinion: APPROVED
Zaxmwuenne: OJOBPEHO

MHara: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Moprorosneno: Santosh IIpoBepeno: Pawan Kumar Onobpeno: Menemxep / Pykosonutesb
Kumar Maurya _-%\ Amit Kumar L

Reprint Date: Reprint Date: Reprint Date: |

Jlata: 15.11.2024 Jara: 15.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page30of 6/ Ctp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerkn aucneprupyembie [aas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : e Pa3zmep cepHH : 1500000.0 Tab
Analytical Repog‘t No/ 040002723813 Date of Analysis / 15.11.2024
AHajguTudeckHii oTyeT No : JlaTa aHayin3a:

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

JaTta nnpou3BOCTEA : I'open 10 :

| Analysis performed according ND / Anasinz nposeseH no HJ: JITT-Ne(004427)-(PT-RU)-260124

Ne ! Test / IlokazaTenn

Method 1/ Merton 1
4-Aminophenol content /
OnpeJieNicHHe CONEPIKAHUS
4-amuHodeHona

0.0001 %

Method 2 / Meton 2

| Determination of

[ Ibuprofen and Paracetamol
unidentified impurities /

| Onpeneneune

| HeuJeHTH U POBAHHBIX

| npumeceit ubynpodena u
napaneramosna

0.07%

Total impurities (Method
1+Method 2) / Cymma
npumeceil (Meton 1 +
Meton 2)

0.07%

Results / PeaynbTaThl

a) Total aerobic microbial
count / Ob1ee yncno
a’pOoOHBIX
MHKPOOPTraHU3MOB

g | Microbial limits* / MukpoGuonoruyeckas uucrora*

NA

| Specification / Hopma

4-aminophenol (paracetamol imp_uﬁl) - not |
more than 0.005 %

4-amuHodeHon (mpuMech napaneTamosa) -
He Gonee 0,005 %

Any individual unidentified iﬁlﬁity of |
ibuprofen or paracetamol - not more than|
0.2 % |

Enunuynas HeNAEHTH QUL POBAHHA |
npuMech ubynpodeHa Unu napalueraMmoa -
He 6onee 0,2 %

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

| Not more than
He 6onee 103 KOE/r

103 CFU/g /

Remarks: The Product conforms to ND/
Ilpumeuanne: [1pogykT cooTBeTCTBYET TpeboBanusM HJI

Opinion: APPROVED
Zakmouenue: OJOBPEHO

Prepared by /
IToarorosneHo: Santosh
Kumar Maurya

A

———

Checked by /
[IpoBepeno: Pawan Kumar

£

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBoauTenb

Amit Kumar A5 L
I/ //

Reprint Date:
Jara: 15.11.2024

Reprint Date: !

Hata: 15.11.2024

Reprint Date: !
Jara: 15.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Paged4 of 6/ CTp. 413 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun IOunop®, TabneTkn aucneprupyemble [ans gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : 2402824 Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002723813 Date of Analysis / 15.11.2024
AnannTayecknii oryer No ; JlaTa anajuza:

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

JlaTa mpoU3BOJCTBA : Tonen go :

Analysis performed according ND / Anaau3s nposesen no H: JIT-Ne(004427)-(PI-RU)-260124

- Ne Test / IToka3aTenanb

b) Total combined yeasts
and mould count / Ob1iee
YHCJIO JPOKIKEBBIX H
IUIECHEBBIX I'PHOOB

c) E. coli

Results / PesyabTartsl Specification / Hopma
NA Not more than 102 CFU/g /
He 6osiee 102 KOE/r
NA Shall be absent in lg /
OtcyTeTBHE B 1 T

9 Uniformity of dosage units / OIHOPOZHOCTb NO3HPOBAHUS

[Tokazatens

 Paracetamol /
[Tapauetamon

Ibuprofen / Udynpoden 1.2 The acceptance value (AV) should be not
more  than 150 /
npuemnemMoctH (AV) gpomxeH OBITH HE
oonee 15,0
1.0 The acceptance value (AV) should be not

more  than 15,0 /  Tlokasarens
npuemnemMoctd (AV) nokeH OBITL He
oonee 15,0

10 | Assay / KonnyecTBeHHOE

onpeaejieHHe

1014 mg/101.4 mr

1259 mg/ 1259 mr

90.0mg to 110.0mg of C13H1802
(ibuprofen) per tablet / Or 90,0 Mmr no
110,0 mr CI13H1802 (ubympodeH) B
TabneTke

'1125mg to 137.5mg of C8HINO2
| (paracetamol) per tablet / Ot 112,5 Mr jo

Remarks: The Product conforms to ND/
TIpumeyanne: [Tpoaykr cooTBeTcTBYeT Tpeboanusm H]I

Opinion: APPROVED
3akmoyenne: OJIOBPEHO

Jara: 15.11.2024

Jata: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Santosh [Tpoeepeno: Pawan Kumar Onobpeno: Menenxep / PykoBoaurenb
Kumar Maurya ( % Amit Kumar =

Reprint Date: Reprint Date: Reprint Date: !

Jara: 15.11.2024

| Hills, Hyda




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page 50f 6/ CTp. 5u3 6

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

H6yxaun FOnuop®, Tabaerxu gucneprupyembie [nas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnst Ne : e Pazmep cepuH : 1500000.0 Tab
Analytical Repo:‘t No/ 040002723813 Date of Analysis / 15.11.2024
AnajguTHyeckHii oTder Ne : Jata ananusa:

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

JaTa npon3BoacTna : T'open o :

Analysis performed according ND / Ananu3s npoejen o HJI: JITI-No(004427)-(PT-RU)-260124

[ ]

Specification / Hopma

Ne Test / IToka3zarenb Results / Pe3yapTaThl
' 137,5Mr CS8HINO2 (napaueramon) 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 tabnetok | carton. / Ilo 10 Tabnerok B Gnuctep H3
' B 6mucrep u3 IIBX/Al T[lo 2|IIBX/Al Io 1, 2 unn 20 6ancrepos BMecTe
OnucTepa BMeCTe ¢ MHCTPYKLHEH |C HHCTPYKLHEH MO MPUMCHEHHIO B NayKy
0  NpPUMEHEHHI0 B NAYKYy | KApTOHHYIO.

KapTOHHYIO.
12 |Labeling / Mapkunposka |According to ND. /B coorsetctsun ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
!XpaHelme B opurisaneHoi ynakoske (GnucTep B ayke) MpH TeMneparype He Boitue 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
TOHOCTH

* 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. / McnbiTanue NpOBOINTCS TONBKO AJIS KaKNOMH 20-ii ceprH HIH IS
O/1HOfi CEepHH B r0[, B 3aBHCHMOCTH OT TOIO, YTO HacTynuT panee. Iloxa3aTeib MOMKeT OTCYTCTBOBATbH B
cepTHHKaTe aHATH3A NPOU3BOAUTENS.

Remarks: The Product conforms to ND/ Opinion: APPROVED

ITpumeyannue: [Iponykr cooTBeTCTBYeT TpeboBannsam HJJ axmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: Santosh IIpoeepeHo: Pawan Kumar Onob6peno: Menemxkep / PykoBonutens
Kumar Maurya “l Amit Kumar /\' A

Reprint Date: Reprint Date: Reprint Date: !

Jara: 15.11.2024 Jata: 15.11.2024 Jata: 15.11.2024




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Labaratories [td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solzn, H.P, 173 205, 17 DIA
Teol: 49198166 56001-02

s N -
wierw. driaddys.com

Page 6 of 6/ CTp. 6 3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerku aucneprupyemsie [nast geteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : 2402324 Pa3mep cepH : 1500000.0 Tab
Analytical Report No/ 040002723813 Date of Analysis / 15.11.2024
|AHAINTHYECKHH 0TYeT Ne : JlaTa aHayu3a:

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

JlaTa npou3BOJCTBA : T'ogen ao :

Analysis performed according ND / Anaans nposeaen no HJI: JIII-Ne(004427)-(PI'-RU)-260124

API name (INN)/

npoussoantes I'JID:

Hanmenosarnne A®C (VHH): ) Ibuprofen / M6ynpoden Paracetamol / ITapanietamon
API manufacturer batch number / PIBM240160 APAP/24040591
Homep cepun nponssoautens APC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHIMH FERA00525 FERA00433

API Manufactured by & country /
IIpouzsoautenn APC, crpana:

Limited, India / Conapa DkTuB

Solara Active Pharma Sciences

®apwma Caitencus Jlumurten, Uuaus

Granules India Ltd., India /
['panynec Uupus Jita., Mugus

Remarks: The Product conforms to ND/
IMpumeuanue: [TponykT coorsercTByeT TpeboBanusaM HJJ

Opinion: APPROVED
3axuauenne: OJJOBPEHO

Prepared by /
IMoarororneno: Santosh.
Kumar Maurya '@_&_

=

Reprint Date:
Jara: 15.11.2024

Checked by /
ITIpoBepeno: Pawan Kumar

Reprint Date:

Hara; 15.11.2024

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoaUTENb
Amit Kumar y L

Reprint Date: !
Jara: 15.11.2024

Regisicrod Office: 8-

Cin:

wewLdrieddys.com

2-327, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India




