Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 1 of 6/ CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxann FOunop®, Taéerku aucneprupyembie [1s gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnst Ne : M Pazmep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040002722357 Date of Analysis / 15.11.2024
AHaJnTudeckHii oTyer No : JlaTa aHaJau3a:

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

JlaTa mpou3BoacTBa : I'open no :

Analysis performed according ND / Anaanz npoeenex no HJI: JII1-Ne(004427)-(PI'-RU)-260124

Test / Ilokazarennb

Results / Pe3yabTaThl

Specification / Hopma

No
1 Description / Onucanue

Identification /
IMogauHHOCTH

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
| Kpyrible mnockouunuHapuieckne
TabJeTKH  PoO30BOTO  lBeTa C
BKparnieHusaMH, ¢ Gpackoit 1 puckoH
| Ha OZIHOIi CTOPOHE, € XapaKTePHbIM
3aMaXOM.

Complies as prescribed/
CooTBETCTBYET

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrmbie

TUIOCKOLMITMHIPUYECKHE TabneTkn
PO30BOrO 11BETa C BKpAIJEHNAMH, ¢ Gackoii
W pHCKOIf Ha OAHOH CTOpOHE, ¢

|
| xapaKTepHBIM 3aMaxoM.

| 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). / BpemeHa
yIEp)KHBAHUst ~ OCHOBHBIX  IIHMKOB  Ha
XpOMaTorpaMMe HCTIBITYEMOTO pPacTBoOpa
JOJDKHBI  COOTBETCTBOBAaTb  BpPEMEHAM
yIAEp)KUBAHUS MMKOB Ha XPOMAaTOIpaMMe
pacTBopa CTaHOAPTHBIX 00pa3LoB
nbynpodena M mnapaueTamona (paszen
«KonuuecTBeHHOE ONpeleNieHHe).

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr cootseTcTBYET TpebosaHusam HJI

Opinion: APPROVED
3akawuenne;: OJIOBPEHO

Prepared by /
IloarorosneHo: Santost
Kumar Maurya 1&)

;4.:

Checked by /
ITposepeno: Pawan Kumar

.

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonutens

Amit Kumar R L
. /\ /

—_
Reprint Date: Reprint Date: Reprint Date; ¥
Hara: 15.11.2024 Jara: 15.11.2024 Hara: 15.11.2024
Registerad Office: §-2-327, Road e 2, Banjara Hills, Hyderabad - 560024, Talanzana, Indina
Tel: +81 40 4309 24G0, Fax: +21 40 4900 2029, Email: mail@drredayscom
Clipl: L5105 RapLCOGAS07

weawLdiredays.coin




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page2 of 6/ CTp. 2 u3 6

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

U6ykann FOuuop®, Tabnerkn qucneprupyemsie [aus aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : [y2402235 Pazmep cepuH : 1500000.0 Tab
Analytical Repourt No/ 040002722357 Date of Analysis / 15.11.2024
AHanuTHYECKHI oTyeT No : JlaTa aHau3a:

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

JlaTa npou3BoAcTBA @ T'onen go :

| Analysis performed according ND / Anaans nposegen no HJI: JITT-Ne(004427)-(PT-RU)-260124

| - . -
Ne Test / TlokazaTens | Results / PesyabTaThb .Spe01ﬁcat10n/ Hopma
3 | Average weight of tablets 364.8 mg/ 364.8 Mr 357.7 mg to 372.3 mg|
/ Cpennsist macca . (365.0 mg + 2.0 %). /
Ta0JIeTOK Complies/Coosercrayer |OT 357,7 mr J0 372,3 Mr
(365,0 Mr + 2,0 %) '
S— = |
4 |Disintegration / 00 min 46 sec / 00 mun 46 cex | Not more than 3 min /]
Pacnagaemoctn He GoJiee 3 mut
5 |Dissolution / 98 % to 102% Not less than 70 % (Q) of C13H1802
PacrBopenne (ibuprofen) after 30 min / He menee 70 %
Q) C13H1802
(ubynpoden) uepes 30 MuH
97 % to 101% Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2
(napauetamon) uepes 30 MUH
6 |Dispersibility / Complies / CoOTBETCTBYET Uniform suspension passing through the
JucnepcHocThb 710 pm sieve is formed / OGpazyercs
OJHOpOAHAs  CYCHEeH3Ms, IPOXOAALLas
yepes CHTO € pazMepoM oTBepcTHH 710 MKm
7] | Related substances / PopcTBeHHble npUMecn -

Remarks: The Product conforms to ND/ Opinion: APPROVED
IMpumeuanne: [poaykT coorsercTByeT TpeboBanusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loxgroroeneno: Santosh IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosonutess
Kumar Maurya @\ 4( Amit Kumar A~ ;/
- J P
Reprint Date: Reprint Date: Reprint Date:
Hara: 15.11.2024 Hara: 15.11.2024 Jara: 15.11.2024

1, Telanganin, India

regays.com



Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page3 of 6/Ctp. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moy Knun FOunop®, TabaeTku Aucneprupyembie [is aereii], 100 mr + 125 Mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : Y2600085 Pasmep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002722357 Date of Analysis / 15.11.2024
ApaaurHyecKHii oTuer Ne : JlaTa aHasu3a:

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

JlaTa npou3BoACcTBa : I'onen no :

Analysis performed according ND / Auanns nposenen mo HJI: JIIT-Ne(004427)-(PI-RU)-260124

Ne Test / IToxa3zaTenan

Method 1/ Meton 1
4-Aminophenol content /
Ornpenenexue coaepKanus
4-amuHoGbeHoa

Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HeUAEHTH(GHIPOBAHHBIX
npumMeceit nbynpogeHa u
 mapaueramona

Results / PesynbTarsl

‘Specification / Hopma

Method 2 / MeTton 2

0.0001 %

0.06%

Total impurities (Method
1+Method 2) / Cymma
npumeceii (Meton 1 +
Mertopn 2)

0.06%

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

4-amHHO(GEHON (MPUMECH NMapaueTamona) -
He Gonee 0,005 %

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

Enunuunas HeMIeHTUPULHUPOBaHHASA
npumech nbynpodena Unu napaneTamMmona -
ne 6onee 0,2 %

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

count / OBriee 4yncio
a’pOOHBIX
| MHKpPOOPTaHU3MOB

a) Total aerobic microbial |

g | Microbial limits* / Mukpo6uonoruveckas uncrora*

NA

Not more than 103 CFU/g /

He 6onee 103 KOE/r

Remarks: The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusm HJI

Opinion: APPROVED
3akmrouenne: OJOBPEHO

Prepared by /
[Tonrotosneno: Santosh .
Kumar Maurya ﬁ

_—

Checked by /
[Tposepeno: Pawan Kumar

Ao

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTenb

Amit Kumar j A ’;L;f, i

Reprint Date:
Hara: 15.11.2024

!

Reprint Date:
Jlara: 15.11.2024

Reprint Date: "
Jara: 15.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Page4 of 6/ Ctp. 43 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y knun FOuuop®, TaéneTku Aucneprupyemsie [ns aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402235 Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002722357 Date of Analysis / 15.11.2024
AnauTHYecKnit oTuer No : JlaTa aHaaH3a:

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

Jara npou3BoacTsa : Tonen 10 :

Analysis performed according ND / Anaqn3 nposeaen o HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne Test / [Toka3zarens ‘ Results / PesynbTaThl

b) Total combined yeasts NA
and mould count / Obiuee
YHCIIO IPOIOKEBBIX U
[mnecHeBbIX rpriboB

| Specification / Hopma |

‘Not more than 102 CFU/g /
He 6onee 102 KOE/r |

|
¢) L. coli NA

Shall bo aboont n lg !
OtcyrcTBHE B L T

9 |Uniformity of dosage units /_OﬂHOPO,E[HOCTB JIO3HPOBaHHUS

123.5 mg/ 123.5 Mmr

Ibuprofen / U6ynpoden 1.8 The acceptance value (AV) should be not
more  than 150 /  lloxazarens
npuemneMocTd (AV) gomxen ObITE He
boinee 15,0

| Paracetamol / 2.1 The acceptance value (AV) should be not

[Tapaleramon more  than 150 /  TIlokazarens
npuemieMocTd (AV) gomkeH OBITH He
bonee 15,0

10 |Assay / KoanuecTrBeHHOE 100.6 mg/ 100.6 mr 90.0mg to 110.0mg of CI3HI1802
onpeaejieHHe (ibuprofen) per tablet / Ot 90,0 Mr mo

110,0 vr  C13H1802 (ubynmpodeH) B
| Tabnetke

1125 mg to 137.5mg of C8HINO2
| (paracetamol) per tablet / Ot 112,5 mr 10

Remarks: The Product conforms to ND/
Ipumeyanne: [TpoaykT coorBeTcTBYeT TpeboBanusam HJI

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
ITonrotoBneHo: Santosh % IIposepeno: Pawan Kumar
(%4

Kumar Maurya §

Approved by: Manager/Executive /
Onobpeno: Meremxep / Pykosoautenb

Reprint Date: Reprint Date: !
Jlara: 15.11.2024 Hara: 15.11.2024

Amit Kumar S
Reprint Date: V

Jara: 15.11.2024




Dr.Reddy’s €&

Dr. Reddy's Laboratories (id
Formulation Unit-5
Vill, Khoi, Nalagarhy o
Disit, Solan, H.P., 17

Tel 1 +91 98165 K6001-0

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page Sof 6/ CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOunop®, Tabnerku aucneprupyemsie [ais aeteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2402235 Pazmep cepuu : 1500000.0 Tab
Analytical Report No / 040002722357 Date of Analysis / 15.11.2024
AnanuTnueckuii oryer No : JlaTa aHananza:

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

JlaTa npou3BOACTBA : T'ogen go :

Analysis performed according ND / Anaau3s nposenes mo H: JITI-Ne(004427)-(PI'-RU)-260124

Results / Pe3yJbTaThl

Specification / Hopma

Ne Test / Iloka3aTeib

137,5 Mr
TabjeTke

C8HI9NO2 (mapaueramon) B

11 |Package / YnaxoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / [To 10 Tabnetox
B Omucrep uz [IBX/Al Ilo 2

‘bnicrepa BMECTE € HHCTPYKLHEH |
TTavYKy | KAPTOHHY1O.

no NPUMEHEHHIO B
KapTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in a
carton. / llo 10 tabnetok B Omuctep u3
MBX/Al Io 1, 2 unn 20 6n1cTepOB BMECTE
C HHCTPYKIHell MO NPUMEHEHHIO B MauKy

12 |Labeling / MapknpoBka

According to ND. / B cootBerctBuM ¢ H/I.

13 | Storage conditions /

In the original packaging (blister

in carton) at temperature below 25 °C. /

* 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. / UcnbITanne NpoBOJUTCS TOJBLKO AJIs KAXKIOI 20-it cepuH HJIH JJIs
OANOI CCPHH D rojA, B 3ABHCHMOCTH OT TOrO, *ITO HACTYNHT panee. IlokazaTens MOKET OTCYTCTBOBATH B

cemejJnKaTe aHa/u3a Mpou3BoaANTE/ s,

' XpaHeHue B opuruHansHO#M ynakoske (61ucTep B madke) npy TeMneparype He Bbiie 25 °C.
14 | Shelf life / Cpox 5 years / 5 et |
TrOJAHOCTH

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoxykT coorBeTcTByeT TpedosanusaM HJI

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
ITonrorosneno: Santosh 7. -
Kumar Maurya '@

Checked by /
[IpoBepeno: Pawan Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Amit Kumar U

J"\r’ »
y -///

Reprint Date:
Jara: 15.11.2024

Reprint Date:
Jara: 15.11.2024

Reprint Date: '
Jara: 15.11.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 530034, Telangana, Indin
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L35185AP198PLCO0O1507

v drreddys com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxaun FOunop®, Tabnerxku aucneprupyembie [1s aereii], 100 mr + 125 mr

BatchNo / Batch Quantity / 1500000.0 tab /
Cepmn Ne : V2402235 Pa3mep cepun : 1500000.0 Tab
Analytical Repourt No / 040002722357 Date of Analysis / 15.11.2024
AHaJuTHYecKkHii oTueT No : JlaTa aHaJIH3a:

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

JlaTa mpoM3BOJACTBA : | Togen go :

Analysis performed according ND / Ananus npoeenen no HJI: JITI-Ne(004427)-(PI'-RU)-260124

API name (INN)/

upoussoaurenn IJIO:

Hanwmerosanne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number / PIBM240160 APAP/24040591
Homep cepun npousBoautess ADC:

FP Manufacturer API Batch number /

Homep cepun cybcranumn FERA00525 FERA00433

API Manufactured by & country /
[ponspoautens ADC, cTpaHa:

Limited, India / Conapa IxTuB

Solara Active Pharma Sciences

®apma Caitencus Jlumurten, Uuaus

Granules India Ltd., India /
I'panynec Uunns JIta., Maous

Remarks: The Product conforms to ND/
Ipumeuanne: IIpoaykT coorBeTcTBYeT TpeboBanusaM HJT

Opinion: APPROVED
Zaxmouenue: OJOBPEHO

Prepared by /
[MoxrorosneHo: Santos%L
Kumar Maurya (f

Checked by /
[Tpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTeb
Amit Kumar

Registerad Oifice: 8-2-327, Road Mo 2, Ranjaia Hills, Hydazral
Toi: +Q1 40 4900 2800, Loy = 801

1) AQ00 283, Email

il

Hdireddve.com

Reprint Date: Reprint Date: ! Reprint Date: '
Hara: 15.11.2024 Hara: 15.11.2024 Hara: 15.11.2024
wd - 50C054, Telangana, Indin



