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

M6yroun KOnuop®, tabnerky gucneprupyemsie (s nereit], 100 mr+ 125 mr

Batch N? / V2300652 Batch Quantity / 547.500kg
Cepug Ne Pasmep cepys :

. i ;
Analytical Repg;t No / 00001664881 Date of Analy)sm/' 20.05.2023
Asanurndecku# oryet Ne : Hara aHanwza: | L
Date of Manufacture / Apr-2023 Date of Ex‘pzry / Mar-2028
JlaTa npou3BOACTBA : Tonen 1o :

| Analysis performed according ﬁg/ﬁaﬁm nposezeH no HJ: TIN011252/02-150323

Test / Hoxaszarems

N

Results / PesyasTaTsi

Specification / Hopma

1 |Description/ Onucanne

Pink round flat-faced beveled-edge
tablets with impregnations and a
iscore-line on one side and
characteristic odor. /
| Kpyrible IIOCKOLMIMHADPHUY ECKUE
TableTk po30BOTO  IBETA ¢
BKpameHHaMH, ¢ Qackoi ¥ pHcKoH
| Ha OIHOM CTOPOHE, C XapaKTePHEIM
| 3aITaXOM.

Pink round flat-faced bevcled—edgcﬂ
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyraele  mIOCKOIHIHEHIPHYECKHE
TabNETKH  PO3OBOIO mBeTa ¢
BKpAIUIEHUAMH, ¢ Packol 1 pHCKOH Ha
OfHOM CTOpOHE, C XapakTepHEIM
3AMaxoM.

Identification /
Hopmunocts

g
|
!
|

L

Complies as prescribed/
CooTeTcTBYET

The retention times of the mam 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
YIEPKUBAHWA OCHOBHEIX TIHKOB Ha
XpomaTorpamme HCTIBITYEMOTO
pacTBOpa JIONKHBEI COOTBETCTBOBATDH
| BpemMeHaM YIEpKUBaHMSA [IMKOB Ha
| xpomaTorpamme pacTBEOpa
| cTanmapTHEIX 06pasnoe uOynpodena u
I mapaneTaMona (pazzen
| «KOIHYECTBEHHOE ONPENSIEHUE).

Remarks : The Product conforms to ND/
IMpumeuansne: [Iponvkr cooreeTcTryeT Tpeboranuam HII

[Opinion : APPROVED

Zarmouenne: OJOBPEHO

Prepared by /
IMoxroToBIEHO:
Shivani Devi

Checked by /
TIposepero: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Mencamep / PyioBOIHTEN
Amit Kumar [N -~

Reprint Date:
| dara: 29.05.2023

Reprint Date:
Ilara: 29.05.2023

Reprint Date:
Hata: 29.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Ne Test / IlokazaTens
"3 |Average weig!it_o'f—tabiets / T

Cpennas Macca Tabierox

}

CEPTUOHUKAT AHAJIH3A
Page2 of 6 /Ctp. 2 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg ]
H6vinun I0uuop®, Tabnerku aucneprupyembie [ gerei], 100 mr + 125 mr
Batch No / V2300652 Batch Quantity / 547.500kg
Cepus Ne : Pazmep cepun : .
Analytical Report No / Date of Analysis /
AxanuTraeckuii oTueT No 890001664881 ilata ananusa; ‘29'05'2023
Date of Manufacture’ / Apr-2023 Date of Ex‘pxry I IMar2 028
Ilata npoHM3BOACTEA : o T'omeH o : i -
Analysis performed according ND / Awanus nposenen o HIT: TIN011252/02-150323

Results / PezynnTaTthl
363.9 mg/ 363.9 Mr

Complies/CoorBeTcTRYET

Specification / Hopma
3577 mgto 372.3 mg i
(365.0 mg+2.0%)./
Ot 357,7 mr mo 372,3 mr
(365,0 mr£2,0 %)

4 | Disintegration /
PacmagaeMocTh

5 _Diséolution / PacTBOpeHHe

00 min 26 sec / 00 mum 26 cex

99%to 101 %

98% to 100 %

6 | Dispersibility /
ducnepcHocTs

Complies / CootBercTBYyET

Not more than 3 min /

He ©onee 3 mun
:

70 % Q@
{(ubympoden) yepes 30 Mmun

INot less than 70 % (Q) of CyH;NO,
{paracetamol) after 30 min / He menee
CrHNO,

170 % Q

‘ (mapaneramon) gepes 30 mun

" Uniform suspension passing through the
1710 pm sieve is formed / O6pasyercs

{ OXHOPOJHAA CYCTICH3MA, IPOX0AAmas
4epes CHTO C pPasMepoM OTBEPCTHH

710 mxm

'Not less than 70 % (Q) of C,3H,0,
(ibuprofen) after 30 min / He menee
Ci3H;30,

.

7 |Re1ated substances / Popcrsennsie npuMecH

Remarks : The Product conforms to ND/
Tpameuanwe: [IponykT coorsercTByeT TpeboBarmam HII

Prepared by /
IToxgroToeneHo:
Shivani Devi

Checked by /
TIposepeno: Pravesh Rana

Reprint Date:
Hara; 29.05.2023

Reprint Date:
Hara: 29.05.2023

Opinion : APPROVED
Jaxmouenne: OJOBPEHO

B _Approved by: Manager/Executive /

Onobpeno: Mexenxep / PykoBOLHTENb

Amit Kumar N s .

Reprint Date:
Hara: 29.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4500 2500, Fax: +91 40 4900 29499, Emaii: mail@drreddys.com

CIN: L85185AP1984PLCO04507
www.drreddys.com
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Product : Tbuchin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yious FOuuop®, Tabnerku gucneprupyemsle [nna aerei], 100 mr+ 125 mr

}%arch No/ V2300652 Batch Quantity / 547.500kg
Cepug Ne ; Pasmep cepun :

Analytical Reptzri No/ ' 800001664831 Date of Analy.sm / 29.05.2023
AHanuTHYECKUH oTyeT No : _ Jata aHanuza; -
Date of Manufacturc{/ Apr-2023 Date of Ex‘plry / Mar-2028
JlaTa npoM3BOJCTEA . Tomen zio :

Analysis performed according ND / Awann3 mposegen mo HJI: TTNO11252/02-150323

Test / Iloxazareis

i Specification / Hopma

| Ne Results / Pe3yabTaTsl

~ |Method I / MeTox 1 0.0003% [ 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpepeneHue coaep aaud 4-aMuHOPEHON (npumecs
4-aMunodeHona mapaneraMoina) - He 6onee 0,005 % l
Method 2 / Merox 2 : Any individual unidentified impurity of
Ibuprofen and Paracetamol| peiow BDL (BDL= 6563)/ Huxe ibuprofen or paracetamol - not more
unidentified impurities / nopora perncrpamu ([TP =6563) than 0.2 %
Onpenencuuc Enwnudnas HEWASHTHQHUIIMPOBAHHASL
HeueHTHOHIMPOBAHHBIX NPHMECE ubynpodena HIIH
npumeced ubynpodena u napaneTaMoia - He bonee 0,2 %
mapaueTaMona |
Total impurities (Method | Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma | 0.0003% |
npumeced (Meron 1 +
MeTox 2) :

8 | Microbial limits* / MakpoGuororndyeckas 4ucrora™

a) Total aerobic microbial | Less than 100 CFU/g/ Not more than 10° CFU/g /
count / Ofmee wueno Memnee 100 KOE/r He 6onee 10° KOE/r
a3po0HEIX
MHKPOOPTaHH3MOB
b) Total combined yeasts Less than 100 CFU/g/ Not more than 102 CFU/g /
and mould count/ Obmee Mesnee 100 KOE/r He Gonee 102 KOE/r

E YHCJIO0 APONOKEBEIX U

‘Remarks : The Product conforms to ND/ Opiﬁ:imo_ﬁf APPROVED -

Ipumeyanue: [TpoayKT cooTBeTCTRYET TpeboBanmam HJI !

—

Prepared by /
TTonroToBiIeHO:
Shivani Devi

Reprint Date:
| Hata: 29.05.2023

Checked by / '
TTpoeepero: Pravesh Rana

3akmwouenne: OJOBPEHO |
Approved by: Manager/Executive / o
Ono6pero: Menekep ' PyvkonoauTens
Amit Kumar ¥

Reprint Date:
Hara: 29.05.2023

R%ﬁrint Date:
Hara: 7279.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4300 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com
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Formulation Unit-6
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Test / IloxazaTens

| Analysis performed according ND / Asanys mposesen o HIL: TT NO11252/02-1 50323__'_“:_

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

M6yxmun FOuuop ”, tabnetku aucneprupyemsie [Juig gereit], 100 s 175 o
Batch No / V2300652 Batch Quantity / 547.500kg
Cepms No : ~|Pasmep cepun :

Analytical Reptzrt No / . 890001664881 Date ofAnaiy-sxs/ 29.05.2023
Apanurraeckuii otger Ne ; {JlaTa ananmza: N
Date of Manufacrure_ / Apr-2023 Date of Ex'pu*y / Mar-2028

Jlata npou3BoJICTEA | Tomen mo: o

Results / PezyasTaThl

IUIeCHEBBIX IpHOOB

| Specification / Hopma

i c) E. coli - Absentin I g/ Shall be absent in 1 g/
OrcyTeTByerB I T OtcytctBue B 1 T
9 I}ni—ibrnnity of do;sage units / QAH0poNHOCTS O3UPOBAHUA B

Ibuprofen / I/iﬁ‘j_mporbeﬂ 12 | The acceptance value (AV) should be
not more than 15.0 / Ilokaszarens
npuemnemocTd (AV) gomkeH OBITE He

bomee 15,0
Paracetamol / Tlapaneramor | 1.2 The accepfance value (AV) should be
| not more than 15.0 / Tloxazarens
npueMiaeMocty (AV) nonsxen OBITE He

| bonee 15,0
10 |Assay / Konm4ecTBeHHO® 99.6 mg/99.6 mr ;90.0 mg to 110.0mg of C;3H;s0;

oTnpenesieHHe

11 ll’ackage'f Ynakoska

1254 mg/ 1254 mr

(ibuprofen) per tablet / Ot 90,0 mr no
110,0 mr C;H;30, (ubynpoder) B
Tabnerke

1125 mg to 137.5 mg of CgHyNO,
(paracetamol) per tablet/ Ot 112,5 Mr
1o 137,5 mr CyHoNO- (napaueramon) B
TabreTke

10 tablets in PVC/Al blister. 2

[ 10 tablets in PVC/Al blister. 1, 2 or 20

ﬂﬁmarks : The Product conforms to ND/
i IIpumeuanue: TIpoaykT cOOTBETCTBYET TpeOOBaHUAM 11,1

Opinion : APPROVED
Jaxmouenne: OJOBPEHO

! Prepared by /
ITogroToRnEHO:
Shivani Devi

AT

Checked by /
ITposepeno: Pravesh Rana

Approved by: Manager/Executive /
Ono6pewno: Menemxep / PykoBoauTens
Amit Kumar )

S
eSS

Reprint Date:
Hara: 29.05.2023

Reprint Date:
Hata; 29.05.2023

Reprint Date:
Hata: 29.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOWUKAT AHAJN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yxnnn FOnmop®, TabneTky nucneprupvemsie (g gerei], 100 mr + 125 Mr L
Batch No / V2300652 Batch Quantity / 547.500kg

Cepust Ne ; Pasmep cepnu :

Analytical Rep{irt No / _ 890001664881 Date ofAnaly.s:s/ 29 05.2023
AnannTHIeCKMHA oTger Ne: .ﬂa"ra AMaTN3a:

Date of Manufaclure- / | Apr-2023 ‘Date of Ex.pu’y / Mar-2028

JIaTa IIpOH3BOMACTBA : | {Tomen 1o : |

Analysis performed according ND / Ananus npoaen?:n‘r_m HI: IINC11252/02-150323

Ne Test / IToxazarens l Results / PexynmsTaTe! ' Specification / Hopma [
o o " |blisters and patient information | blisters and patient information i(_:;'iﬂeti
leaflet in a carton. /Ilo 10 rabrerox|in a carton. / [To 10 TabneTok s Gaucrep
B 6muacrep us [IBX/AL ITo 2|w3TIBX/Al ITo 1,2 umu 20 6aucrepon
GIMcTepa BMECTe C WHCTPYKIWEH 10 | BMECTE c HHCTPYKIMEH  mo
IPUMEHEHAIO B NaYKy KapTOHHYIO. | IPHMEHEHUIO B IAYKy KapTOHHYIO. l
|12 |Labeling / Mapxupoeka |According to ND. /B coorercTsHy ¢ HJL, !
13 | Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C./ |
Xpanenne B opurunansHOH ynakoske (GNHCTep B IaYKe) NPH TEMOEPATYPE HE BhUIE
28,
| 14 | Shelf lLife / Cpok rogHocTH | 5 years / 5 net

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can b¢
absent in the certificate of analysis. / McnobITaHHE MPOBOOHTCS TONBLKO IS KAXKI0H 20-3 cepuu WM N8 OIHON
CEPHH B I'0Jl, B 3aBHCHMOCTH 0T TOT0, 9T0 HacrymuT panee. [loxaszaTels MOXKeT 0TCYTCTBOBATE B cepTHHKATE
AHANH3A.

Opinion : APPROVED
3axmouenue: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemkep / PyxoBOIHTETS

Remarks : The Product conforms to ND/

ITpumeuanue: Ilponykr cooTBeTcTRYEeT Tpebosaruam HJI
Prepared by / Checked by /
IToproroenero: ITpoeepeno: Pravesh Rana
Shivani Devi

Amit Kumar b O

-

Reprint Date:
Tara: 29.05.2023

Reprint Date:
Hata: 29.05.2023

Reprint Date:
| Hara: 29.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2500, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg

U6yknun KOruop®, Tabnetku gucneprupyemsic [ans aereir], 100 mr+ 125 mr

Batch No V2300652 Batch Quantity / 547.500kg
Cepust No : Pa3zMmep cepuH :

Analytical Report No / Date of Analysis /
Ananutrgeckud otyet No RINUOGEEHEE] Hata ananusa: 29.05.2023
Date of Manufacturc / Date of Expiry /

Jara npouzBoncTEa : Apr-2023 lopen 0o : iMar—2028

[ API name (INN) / [
Haunmenoranwe A©@C (MHH): ;

API manufacturer batch number /

Ibuprofen / Ubynpoden [ Paracetamol / [Iapaneramon

nponzBognTens ['JID:

Howmep cepuy nponssoxuTens ADC: 1201/23/A-0527 APAP/23030298
FP Manufacturer APY Batch number /
Homep cepun cyGeranuum FEQAQ00069

API Manufactured by & country /
Ipoussogurens ADC, crpana:

IOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemuxanc 381
Gapmacerorukanc Jlumuren, Hamas

Granules India Ltd., India /
I'panynec Wumus Jitn., Mugns

|
i
FEQA00126 l
I

Remarks : The Product conforms to ND/

ITpumevanne: TIpoaykr cooTBeTcTRYeT Tpebosamnam HI

Opinion : APPROVED
3axmoyenne: ONOEPEHO

Prepared by /
IoproTosmeno:
Shivani Devi

| Checked by /
ITposepeno: Pravesh Rana

Approved by: Manager/Executive / |
Onobpero: Meneep / PyrosoauTens
Amit Kumar -

Reprint Date:
HJara: 29.05.2023

Reprint Date:
Hara: 29.05.2023

Reprint Date: | b
Hara: 29.05.2023 i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 101 40 4300 2000, Max. 191 40 4900 2999, Tmail: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



