Dr.Reddy’s Qf

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

Page 10f 6/CTtp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykaun FOunop®, Tabaerkn gucneprupyemsie [aas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
V2402021

Cepus No : | Pa3mep cepnnu : 1500000.0 Tab

Analytical Report No/ 040002700178 Date of Analysis / 28.10.2024

AHAMMTHYeCKHH 0TueT N : Jara anasnsa:

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

JlaTa npou3BoacTBa : I'onen no :

Analysis performed according ND / Ananu3 npoeenes mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

|.N'2

1 | Description / Onucanne

Test / [IokazaTennb

2 | Identification /

IMopasiMHHOCTEL

'Pink round flat-faced beveled-edge
tablets with impregnations and a
and

Results / Pe3yabTaThl

one side
odor.

score-line on
characteristic

Kpyrasle miockounanHapu4ecKue
uBeTa

TabNeTku  poO30BOTO

| Specification / Hopma

with impregnations and a score-
/| anoCKOLMIHHIPUYECKHE

CH Ha

PUCKOH OJTHOH

BKpAIUIEHUSIMH, ¢ (ackoiil 1 pUCKOl | XapaKTepHbIM 3aaxoM.
Ha OHOH CTOPOHE, C XapaKTEPHbIM

3anaxoMm.

Complies as prescribed/
CoOoTBETCTBYET

Pink round flat-faced beveled-edge tablets

side and characteristic odor./ Kpyrieie

line on one

TableTKn

PO30BOrO LIBETa C BKpANJEHUsIMH, C Packoit
CTOpOHEe, ¢

| The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the

JOJDKHBI COOTBETCTBOBATH

pacTtBopa CTaHAAPTHBIX

peaks on the chromatogram of ibuprofen

and paracetamol reference standards
solution (Assay section). / Bpemena
YIOCpP)KMBAHUS  OCHOBHBIX [IMKOB  Ha

XpoMarorpamMmme HCIHBITYEMOI'0O pacTBOpa

BpEMCHaM

YACPXKHUBaHUA I[HKOB Ha XpoMmarorpamMme

obpasuoB

ubynpodeHa u mnapaueramona (paszaen
«KonnyecTBeHHOE OmpesiesieHne»).

Remarks: The Product conforms to ND/
IIpumeuanue: [Tponykr coorBercTRyeT TpeboBarusm HJ|

Opinion: APPROVED

3akmouenne: OJJOBPEHO

Jata: 28.10.2024

Jara: 28.10.2024

Jarta: 28.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneno: Santosh [IposBepeno: Pawan Kumar Onobpeno: Menemxep / P}’I{PBOJHITEHI:
Kumar Maurya @ Pavan Kumar Sharma ] :

s /r/;?/:,—-
Reprint Date: Reprint Date: Reprint Date:
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CEPTH®UKAT AHAJIN3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yxann FOunop®, Tabaerkn qucneprupyemoie s gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /

Cepns Ne : | V202021 Pazmep cepum : 1500000.0 Tab
- 1 .

Analytical Repo:‘t No/ 040002700178 Date of Analysis / 28.10.2024

AHaJHTHYeCKHH oT4yeT No ; JlaTa ananu3a:

Date of Manufacture / 109/2024 Date of Expiry / 08/2029

Jlata npou3BojCTBa : | T'oxen 10 :

Analysis performed according ND / Anann3 nposeaen no HJL: JITI-Ne(004427)-(PI'-RU)-260124

Results / Pe3yabTaThl
364.0 mg/ 364.0 mr

Complies/CooTBETCTBYET

! Ne | Test / [lokazaTens
3 “Average weight of tablets
/ CpenHsst Macca

Ta0JIETOK

4 Disinfegration /

00 min 36 sec / 00 MuH 36 cek

 Specification / Hopma

357.7 mg to 372.3 mg
(365.0 mg + 2.0 %). /
Or 357,7 mr o 372,3 mr
| (365,0 Mr = 2,0 %)
'Not more than 3 min /

He 6omnee 3 Mun

Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He meHee 70 %
Q C13H1802
(ubynpoden) uepes 30 MUH

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

PacnagaemocThb
|
| 5 |Dissolution / 98 % to 101%
i | PacTBOpenue
97 % to 99%
6 |Dispersibility / Complies / CooTBeTCTBYET
JAucnepcHocTh

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
|ONHOPOJHAs ~ CYCNEH3Hs,  NPOXOJALIas
| uepes cUTo ¢ pasmepoM oTBepcTUit 710 MxM

7 | Related substances / PojicTBeHHbIe ipUMeCH

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoayxr coorBercTByeT TpeboBanusam HJ{

Opinion: APPROVED
Zaxmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh IIposepeno: Pawan Kumar Opnobpeno: Menemxep / PykoBoautens
Kumar Maurya Q{ Pavan Kumar Sharma ——
Reprint Date: Reprint Date: Reprint Date:

Hara: 28.10.2024 Hata: 28.10.2024 Hara: 28.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxaun FOunop®, Tabaerku aucneprupyemoie [as aereii], 100 mr + 125 mr

Batch No / V2402021 Batch Quantity / 1500000.0 tab /
Cepnsi Ne : Pazmep cepnn : 1500000.0 Tab
Analytical Repo;t No/ 040002700178 Date of Analysis / 28.10 2024
AHanTHYeCKHH oTyeT No : JlaTa ananu3a:

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

JlaTa npoH3BOACTRA ; T'open go :

Analysis performed according ND / Ananns nposenen mo HJ: JIT1-Ne(004427)-(PI'-RU)-260124

Specification / Hopma

Ne Test / Ilokazatenn Results / Pe3yibTaThi

Method 1 / Meton 1 R '4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.0001 % more than 0.005 %
gzﬁiﬂsgggsgncsﬂepmaﬂm 4-amunodeHon (npuMech napaleTramosa) -
| | He 6onee 0,005 %

| ]
| Method 2 / Meton 2 | |Any individual unidentified impurity of
' Determination of - Below BDL (BDL=0.05%) / Hike | jbyprofen or paracetamol - not more than
Ibuprofen and Paracetamol nopora perucTpaiuu | 0.2 %

(TTP =0.05%)

unidentified impurities /
| Ornpenenenue ‘ Enunnynas HeuJeHTH QUL poBaHHas
HeMpL[eHTmbnunp A npumecs HOynpodeHa Uiy napaleraMona -
o
npumeceit noynpodeHa u e Gonee 0,2 %
napaneramorna ;
‘Total impurities (Method | Not more than 0.7 % / He 6onee 0,7 %
p
1+Method 2) / Cymma
npumeceil (Merton 1 + 0.0001%
Meton 2)
1

g | Microbial limits* / Mukpoduonorudeckas uucrora*

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpumeuanne: [Iponykt coorBeTcTBYeT TpeboBanusM HJI 3akawuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemxkep / Py lﬁ)somn ellb
Kumar Maurya _@ ’Q‘ Pavan Kumar Sharma .]\ S
Reprint Date: Reprint Date: ' Reprint Date:

Hara: 28.10.2024 Jara: 28.10.2024 Jara: 28.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerku aucneprupyembie st aereii], 100 mr + 125 mr

Batch No/ V2402021 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pasmep cepun : 1500000.0 Tab
Analytical Repourt No/ 040002700178 Date of Analysis / 28.10.2024
AHaauTHYEeCKHI oTUeT Ne : JiaTa aHaam3a:

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

JlaTa mpou3BojCTBa : Togen go :

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

Noe Test / Iloka3zaTennb

a) Total aerobic microbial
count / Ob1iiee 4ucno
a3pOOHBIX

| MHKPOOPraHH3MOB

'b) Total combined yeasts
and mould count / O61nee
YHCIO JPONOKEBBIX H

! TUIECHEBBIX TPUOOB

'c) E. coli

Results / PesyabTaThl

gpeciﬁcation / Hopma |

NA Not more than 103 CFU/g /|
He 6onee 103 KOE/r |

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

NA Shall be absent in lg /

OrcyrcTBUE B 1 T

9 Uniformity of dosage units / OfHOPOIXHOCTE J03UPOBAHHS

Ibuprofen / M6ynpoden

1.4

The acceptance value (AV) should be not
more  than 15,0 /  Ilokasarenn
npuemnemocti (AV) nooxen OBITH He
6onee 15,0

Paracetamol /
ITapaneramon

2.0

The acceptance value (AV) should be not
more  than 15.0 /  Ilokasarens
npuemieMoctd (AV) JobkeH ObITh He
Gonee 15,0

Remarks: The Product conforms to ND/
ITpumeuanue: [Tpoaykt coorseTcTByeT TpeboBanuam HJI

Opinion: APPROVED
Zakmouenne: OJOBPEHO

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

[ToarotorneHo: Santosh ITpoBepeno: Pawan,J<umar Onobpeno: Menemxep / PykppoanTteiib

Kumar Maurya A Be Pavan Kumar Sharma j_ e
|_—

Reprint Date: Reprint Date: Reprint Date:

Jara: 28.10.2024 Hara: 28.10.2024 Jara: 28.10.2024




Dr.Reddy’s “!

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOnnop®, TabneTku aucneprupyemsie [1is aerei], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2402021 Pasmep cepun : 1500000.0 Tab
Analytical Repo“rt No/ 040002700178 Date of Analysis / 28.10.2024
AHaanTHYecKHi oTueT Ne : JiaTa anaju3za:

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

JaTa npou3BOACTBA : Togen no :

Analysis performed according ND / Ananu3 nposeges mo HJL: JITI-Ne(004427)~(PI'-RU)-260124

.N'g!

10

Test / Iloka3aTenb

ornpeaesieHne

| Assay / KoanuecTBeHHOE

'Specification / Hopma

190.0mg to 110.0mg of CI13H1802

(ibuprofen) per tablet / Or 90,0 mMr go

Results / PesynbraThl
 99.4mg/99.4 mMr

110,0 mr CI13HI802 (ubynpodeH) B
Tabnerke
121.9 mg/ 121.9 mMr 1125 mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 mr g0
137,5mr C8HINO2 (mapaueramon) B
tabneTke

11 Eckage / ¥YnakoBka

|
10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al 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 GimcTep M3
B Omucrep u3 I[IBX/Al. Tlo 2|IIBX/Al Ilo 1, 2 niu 20 6auctepoB BMecTe |
onycTepa BMeCTe C HMHCTPYKUHEH c UHCTPYKUMEH M0 NPUMEHEHHUIO B NAUKy
IO  [PUMEHEHHI0 B  NayKy ‘ KapTOHHYIO.

KapTOHHYIO. |
; 12 | Labeling / MapkupoBka |According to ND. /B coorsercTtsuu ¢ HJI.
|13 .“Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHue B opuruxanbHoli ynakoske (6aucrep B nauke) npu reMneparype He sbime 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

TOAHOCTH

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusM HJJ

Opinion: APPROVED
3aknouenne: OJOBPEHO

Prepared by /

[TogroToBneno: Santosh 4
Kumar Maurya gﬁ
i T

Checked by /
[Iporepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoauTeib
Pavan Kumar Sharma

—_—

Reprint Date:
Jata: 28.10.2024

Reprint Date:

Hara: 28.10.2024

Reprint Date:
Jara: 28.10.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Page 6 of 6 / CTp. 6 M3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxsnn FOuuop®, Taéerkn aucneprupyembie [nast aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : V2402021 Pa3mep cepnn : 1500000.0 Tab
Analytical Repo:‘t No/ 040002700178 Date of Analysis / 28.10.2024
AHaJUTHYECKHI oTdeT Ne : JlaTta aHajnsa:
Date of Manufacture / 09/2024 Date of Expiry / 08/2029
JlaTa npon3BoACTBA : T'ogen ao :
Analysis performed according ND / Anasn3 nposegen no HJE: JITI-Ne(004427)-(PT-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. / HenbiTanHe NpoBOAHTCS TOILKO A5 Kaxkaoi 20-i cepuu wuH ajst
ONOli cepuM B roj, B 3aBHCHMOCTH OT TOF0, 4To HacTynmuT panee. Ilokasarenn MoxkeT OTCYTCTBOBATH B

cepTudHKaTe aHATH3a NPOU3BOHTEIIS.

API name (INN)/
HanmenoBanue A®C (MHH):

Ibuprofen / Ubynpoden

Paracetamol / [lapaueramon

API manufacturer batch number /

npousBoauTeasa I'JIdD:

PIBM240151, PIBM240153 0290/24-25
HomMep cepuu npouspoauteas AOC: | |
FP Manufacturer API Batch number / | "
Homep cepuu cybcTaHIMH FERA00480, FERA00481 FERA00391

API Manufactured by & country /
IMpouseoantens A®C, cTpaHa:

| Solara Active Pharma Sciences
‘ Limited, India / Conapa Oxtus
: ®dapma Caitencus Jlumurten, Unaus

Sri Krishna Pharmaceuticals Ltd., |
India / Ulpu Kpuuina [
Oapmacstotukans JIta., Uaans |

Remarks: The Product conforms to ND/
Ilpumeuanne: [TpoaykT cooTBercTByeT Tpebopanusm HJI

Opinion: APPROVED
3axkmouenue: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnero: Santosh [Iposepeno: Pawan Kumar Onobpeno: Menemxep / Pyx?’somﬂenb
Kumar Maurya j( Pavan Kumar Sharma { —
Reprint Date: Reprint Date: Reprint Date: .

Hara: 28.10.2024 Hara: 28.10.2024 Jara: 28.10.2024




