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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 5/Ctp.1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaua HOanop®, TabaeTkn aucneprupyemele [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200346

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / Ananuruyecknii order Ne : Date of Analysis / JlaTa ananuza: 10.03.2022

890001577959

Date of Manufacture / Jlata nponssoactea : Feb-2022 |Date of Expiry / Cpok rogsocrn : Jan-2027

Analysis performed according ND / Ananu3 npoenen no HJI: I1N011252/02-041021

No Test / IlokazaTesb |Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
ith impregnations and a score-line onwith impregnations and a score-line on
Pne side and characteristic odor. / one side and characteristic odor. /
Kpyrabie  miockouuinHApHYeckueKpyribie  MIOCKOLMIMHAPHYECKHE
abnieTku  po3oBOro  LBeTa  crabieTkl  po30BOrO  LBETa (|
BKparieHHsIMH, ¢ Gackoii U puckoil HagkparnneHnamil, ¢ Gackoi U puckoi Ha
OOHOH CTOPOHE,OHOIT CTOpOHE,
| o _IC XapaKTEPHbIM 3aMaXoM. C XapaKTEPHBIM 3aNaxOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
[logauHHOCTD (CoOTBETCTBYET on the chromatogram of the test
:solution should correspond to the
retention times of the peaks on the
ichromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
YAEPXKHBAHHS OCHOBHBIX TMHKOB Ha
. XpoMarorpaMme HCl‘IbITyeMOFO"
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpXKMBAaHHA TIMKOB Ha
XpoMmarorpamme pacTBopa
CTaHAapTHBIX 00pasloB H6ynpodeHa
i napareramona (pazmen
«KoJ1114ecTBeHHOE ONPENENICHUE).
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpameuanne: [Ipogykr coorBeTcTBYET TpeboBaHMAM HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IpoBepeno: n Onobpeno: Menemx s
Naresh Kumar @/ Pardeep Kumar L _ Pykosoautens &‘/
. Kusum Lata
Reprint Date: Reprint Date: Reprint Date:
Hata: 10.03.2022 Jara: 10.03.2022 Hara: 10.03.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOunop®, TabaeTkn aucneprupyemsblie [ansa gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200346

Batch Quantity / O6bem naprtuu : 547.500kg

890001577959

Analytical Report No / AHajiuTH4ecKuii oTyeT No :

Date of Analysis / laTa ananuza: 10.03.2022

Date of Manufacture / lata npoussoacrsa : Feb-2022

Date of Expiry / Cpok rogHocts : Jan-2027

Analysis performed according ND / Anaau3 nposeaen mo HJI: 11 N011252/02-041021

3 Average we@lt of tablets /

CpenHsisi Macca Ta0JIeToOK

364.3mg/ 364.3Mr

Complies/cOOTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg +
2.0 %)./ Ot 357,7 mr no 372,3 mr
(365,0 Mr +2,0 %)

Disintegration /
PacmagaemocTth

00 min 34 Seconds/00 mun 34 Sec

INot more than 3 min /
He 6osee 3 MuH

Test / llokazaTenn

Results / Pe3yabTaThl

Specification / Hopma

5 Dissolution /
PacTBopenne

96% to 99%

95% to 99%

Not less than 70% (Q) of Ci3HiO-
(ibuprofen) after 30 min /

He wmenee 70 % (Q) CisHisO;
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHyNO,
(paracetamol) after 30 min /

He wmenee 70 % (Q) GCsHyNO;
(mapaneramon) 4epes 30 MuH |

Dispersibility /
/[HcnepcHoCTh

Complies / CooTBeTCTBYET

Uniform suspension passing througﬁl
the 710 um sieve is formed

O0pazyercs oaHOpOAHAA CyCHEH3Ns,
MPOXOAALIAs YEPE3 CUTO C PasMepoM
oTBepcTuii 710 MKM

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenne: OJIOGPEHO

Prepared by /
IToarorosnexo:
Naresh Kumar

&

Checked by /
IIpoeepeHo:
Pardeep Kumar fjkj___ =

Approved by: Manager/Executive /

Opnobpeno: MeHneaxep
PykoBomnrens % Q& >~

Kusum Lata

Reprint Date:
Jlata: 10.03.2022

Reprint Date:
Hdara: 10.03.2022

Reprint Date:
JHata: 10.03.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykana FOnnop®, TabjeTky gucneprapyembie s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200346

Batch Quantity / O6bem napruu : 547.500kg

890001577959

Analytical Report No / AvannTnyeckuii oraer No :

Date of Analysis / lata ananuza: 10.03.2022

Date of Manufacture / Jlata npoussojuctsa : Feb-2022

Date of Expiry / Cpox roguocts : Jan-2027

Analysis performed according ND / Ananns nposegen o HJI: [1N011252/02-041021

7 Related substances /
PogcTBeHHBIE IPUMECH

Method 1 / Metopa 1 —
Determination of 4-Amino
Phenol content / OnipeseneHue
COZeKAHUS COAEPKaHUs
4-aMmIHOEHONA

Method 2 / Meton 2 —
Determination of Tbuprofen

l- o,
impurities / OnpeneneHue

[HeHIeHTUULITPOBAHHBIX
npumecei ubynpodeHa u
napaneTramosia

0.00002%

and Paracetamol unidentified |

0.06%

0.13%

4-aminophenol (paracetamol impurity)
{
4-aMmuHOQEHON (npumech
mapaileramona) - not more than
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EayHUYHas HeuAeHTHOULUHPOBAHHAS
[IpUMECH nbynpodena HJIH
mapaneTamMorna -

not more than 0.2% / He Gonee 0,2%

Total impurities (Method 1+Method 2)
Cymma npumeceit (Meton 1 +Meton|
2) - not more than 0.7% / He 6onee 0.7
%

] Test / Iloka3zaTenn

Results / Pe3yabTaThl

Specification / Hopma

Microbial limits /
MukpoOuoioruuecKas
YHCTOTA

Less than 100 CFU/g/
Menee 100 KOE/r

Less than 100 CFU/g/
MeHee 100 KOE/r

|
Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He Gonee 100 KOE/r

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cootBeTcTBYeT TpeboBanusam HJY

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosinexo: [IposepeHo: i Opnobpeno: Menemmep A
Naresh Kumar @ Pardeep Kumar = PyKOBOAMTEND "

- Kusum Lata
Reprint Date: Reprint Date: Reprint Date:

Hara: 10.03.2022

Jata: 10.03.2022

Jata: 10.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOuuop®, TabsieTkn aucueprupyemsle [as gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200346

Batch Quantity / O6bem naprun : 547.500kg

890001577959

Analytical Report No / AnanntTu4yeckuii otder Ne :

Date of Analysis / JaTa anaau3za: 10.03.2022

Date of Manufacture / /lara npoussoacrsa : Feb-2022

Date of Expiry / Cpok rognocts : Jan-2027

Analysis performed according ND / Anasin3 nposeaen nmo HJ: TIN011252/02-041021

a) Total aerobic microbial
count / Ob1ee uncno

l

- Paracetamol / napatueramon

A9pOOHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g/ OtcyTcTBHE B |
r
b) Total combined yeasts and
mould count / Ob1ee 4yucno |
IPOXOKEBBIX U MIECHEBBIX
rpuboB '
c) E. coli -
0 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOIHOCTH NO3HPOBAHUS 2.0 more than 15.0 / [lokasaresns
npremMaemMocT (AV) HomkeH ObITh He
- Ibuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 / [Iloka3zarenb
2.0 npremaemocti (AV) nomkeH ObITh He

oonee 15,0

Ne Test / HloxkazaTeanb

Results / Pe3yabTaThl

Specification / Hopma

10 Assay / KonnuecTBeHHOe
|onpeneneﬂne

99.3 mg /99.3 mMr

123.8 mg/ 123.8 Mr

90.0 mg to 110.0 mg of C13H1302
(ibuprofen) per tablet /

@5y 90,0 MrI 10 110,0 Mmr Ci3Hi30s
(ndynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CgHgNO,
(mapaueramoi) B TabJIeTKe

Remarks : The Product conforms to ND/
ITpumeuanne: ITponykr coorBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
Sakmouyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBIEHO: [TposepeHo: i Onobpeno: Menemxep "
Naresh Kumar @g Pardeep Kumar - PYKOBOAHTEND N\ o
— b
Kusum Lata
Reprint Date: Reprint Date: Reprint Date:
Hara: 10.03.2022 Hara: 10.03.2022 Jata: 10.03.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €

Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 5of 5/CTp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun IOuH0p®, Ta6JeTKH qucneprupyemMsle [asis aereii], 100 mr + 125 mr

Batch No / Cepnsi Ne : V2200346

Batch Quantity / O6bem napruu : 547.500kg

890001577959

Analytical Report No / AHanuTu4eckHif oTueT Ne :

Date of Analysis / lata ananu3a: 10.03.2022

Date of Manufacture / lata npouszBoacTsa : Feb-2022

Date of Expiry / Cpok rognocTH : Jan-2027

Analysis performed according ND / Ananuz nposenen no HJI: 11 N011252/02-041021

10 tablets in PVC/Al blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20

11 Package / Ynakoka
;[and patient information leaflet in :Ilhlisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok Bin a carton pack. / ITo 10 Taénerok B
Oaucrep uz fIBX/Al Tlo 2 6.r11|c1‘epa1iﬁm-1c-"rep n3 [BX/AL Tlo 1, 2 umm 20
BMECTe c MHCTpyKUHUEH noONHCTEPOB BMECTE € HHCTPYKUMEH Mo
NPHMEHEHHIO B MAYKy KAPTOHHYIO. PHMEHEHHIO B MA4YKy KAPTOHHYIO.

12 Labeling / MapkupoBka |According to ND. / B cootBercTBuu ¢ H/I.

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.

XpaHeHue

B opuruHansHO# yniakoBke (OnucTep B Mavke) NPpU TEMIEpAType HE BRILIE
R5 °C.

14 Shelf life / Cpok rognocTu |5 years / 5 niet R

Remarks : The Product conforms to ND/
Ilpumevanne: [Ipoaykr cooTeeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
Zakmwuenune: OJOBPEHO

Prepared by /
IToarorosiieHo:
Naresh Kumar

3

Checked by /
IIpoBepeHo:
Pardeep Kumar

Approved by: Manager/Executive /

Opnobpeno: Menemxep A, |
PyKOBOAHTED <&/‘

Kusum Lata
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