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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 1 of S/ Ctp. 1 u3 s

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann FOnnop®, Tabserku aucneprupyemoie [aisa gereii], 100 mr + 125 mr

Batch No / Cepnst Ne : V2201416

Batch Quantity / O6bem naptun : 547.500kg

890001606863

Analytical Report No / Ananurnyeckuii otyer No :

Date of Analysis / Jlata anamm3a: 10.08.2022

Date of Manufacture / lata npouszsoacTsa : Jul-2022

Date of Expiry / Cpok roguocts : Jun-2027

Analysis performed according ND / Ananu3 npoBenen mo HJI: 11 N011252/02-041021

Ne '}Test_/ Iloka3zaTean

1 bescription / Onucanue

Results / Pe3yabTaThbI _Egeciﬂcation / Hopma |
Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line on:\with impregnations and a score-line on

lone side and characteristic odor. / one side and characteristic odor. /

Kpyrnsie MAOCKOIHIHHAPH L!ccm-le:l‘{ pyTiible NJIOCKOUMIHHAPHYECKHE,
TabneTkd  po3oBOro  LUBeTa  CTa0neTkd  po3oBoro  LBera  C
BKparJIEHHAMH, ¢ (hackoil N pHcKoil HABKpaNNeHUsMHU, ¢ hackoil M PUCKOH Hal
OLHOM CTOPOHE,0lHON CTOpOHE,|

€ XapaKTEpHBIM 3aMaxoM.

Identification /
IHogaHHHOCTD

T

C XapaKTepHBIM 3aMaxoM. |
’Complies as prescribed/ The retention times of the main peaks
CooTBeTcTBYET 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 (section Assay). / BpemeHa
yIEPXKUBAHNST OCHOBHBIX MHKOB HA
XpoMaTorpaMMe HCIIBITYEMOTQ
pacTBopa INOJDKHBl COOTBETCTBOBATh

BpeMeHaM YAepXKUBaHHsS MHKOB H3

XpomaTorpaMme pacTBopa
cTanjapTHeIX 0bpa3uoB HOynpodeHa
1 napaleramona (pasnen

KoNMuecTBEHHOE OTIpe/ieNieHUen).

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipogykr coorseTcTBYeT TpeboBanmam HJJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

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

[loaroroBneHo: ﬂ IlposepeHo: w Onobpeno: Menemxep /

Ankaj Verma Ramakant PykosoauTtens W
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 10.08.2022 Hara: 10.08.2022 Hara:10.08.2022

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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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page2 of 5/ Ctp.2 n35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknnn IOunop®, TabneTkn aucneprupyemsle [mis gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201416

Batch Quantity / O6bem naptTuu : 547.500kg

890001606863

Analytical Report No / Ananutnyeckuii oTyer Noe :

Date of Analysis / Jlata ananu3a: 10.08.2022

Date of Manufacture / Jlata npoussoncrsa : Jul-2022

Date of Expiry / Cpok roauoctn : Jun-2027

[Analysis performed according ND / Ananu3 nposegen mo HJL: T1 N011252/02-041021

IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboaHusM HJJ

Ne Fest / lokazaTenb Results / PeyabTaThl Specification / Hopma
3 verage weight of tablets / 363.5 mg/ 363.5 mMr 357.7 mg to 372.3 mg (365.0 mg+ |
|Cpe)1Hsm Macca TabieTok 2.0 %). / Ot 357,7 mMr po 372,3 mr
Complies/cooTBETCTBYET (365,0 Mr +2,0 %) '
|
|
4 Disintegration / 00 min:35 Seconds/00 muH 35Sec [Not more than 3 min / i
PacnagaeMocTb He 6onee 3 mux
5 Dissolution / 99% to 102% Not less than 70% (Q) of C13H1302
PacrBopenne (ibuprofen) after 30 min /
[ ]C medee 70 % (Q) CnHmO')I
(ubynpoden) uepes 30 MuH
| 97% to 101% Not less than 70% (Q) of CgHoNOz
|(paracuanml) after 30 min / |
He wmenee 70 % (Q) CsHoNO;
(napaneramon) uepes 30 Mun
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through
JIucnepcHOCTD the 710 um sieve is formed /
OGpasyercs OfHOPOAHAs CyCNEH3Ms,
MpOXOslilas Yepe3 CHTO ¢ pazMepoM
oreepeThii 710 MkM [
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OJOBPEHO

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

IToarorosneHo: A/ ITpoeepeHo: @‘A( Onobpeno: Menemxep /

Ankaj Verma Ramakant PyxoBoauTens W
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 10.08.2022 Hara: 10.08.2022 Hara:10.08.2022

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
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Page3 of 5/Ctp.3 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykann IOnuop®, TadaeTkn aucneprupyemsie [ans gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201416

Batch Quantity / O6bem napruu : 547.500kg

890001606863

Analytical Report No / AHanuTudeckuii oruer Ne :

Date of Analysis / JaTa ananu3a: 10.08.2022

Date of Manufacture / /laTa npousBoacTsa : Jul-2022

Date of Expiry / Cpok roguoctu : Jun-2027

Analysis performed according ND / Ananns npoeegen no HI: IT N011252/02-041021

-

Ne  [Test / Iloka3zaTenn

i Results / PesyabTaTnl

7 Related substances /
PoacTBEeHHbIE PHMeECH

Method 1/ Meton 1 —
Determination of 4-Amino

COoZlepKaHUs COAEPIKAHUS
A-amuHO(DeHoa

Method 2 / Meton 2 —
[Determination of Ibuprofen

impurities / Onpenenenue
HEHOEHTU (UL POBAHHBIX
npumeceid nbynpodena u

:!napaueTaMona

o9

Microbial limits /
Mukpo6unoJsioruueckast
YHCTOTA

L
|

Phenol content / Onipenenenue

and Paracetamol unidentified

0.001%

0.06%

0.06%

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

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

"Speciﬁcation / HopM_a

4-aminophenol (paracetamol impurity)
/

4-amuHOGbeHON (mpumecs
napaueraMona) - not more than
0.005% / ne 6onee 0,005 %

|
Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnuHuuHas HeuIeHTUULMpOoBaHHAs
npuMech ubynpodena Wi
napaieramona -
not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)
{ Cymma npumecedt (Meron 1 +Merton
22) - not more than 0.7% / He 6onee 0.7
%

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

Not more than 100 CFU/g /
que 6onee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayxT cooTBeTcTBYeT TpeboBanusM HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

Iloprorosneno: j\/ I'TpoeepeHo: @l}‘\ P Onobpeno: Menenxep / 1

Ankaj Verma Ramakant PykoBogutens r\'“_ o (
Manoj Kumar e

Reprint Date: Reprint Date: Reprint Date:

Hara: 10.08.2022 Hara: 10.08.2022 JaTa:10.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 4 of 5/ Crp.4 n3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknnu IORnop®, TabneTku qucneprupyemsle [nas aereii], 100 mr+ 125 mr

Batch No / Cepust No : V2201416

Batch Quantity / O6bem naptuu : 547.500kg

890001606863

Analytical Report No / AHanuTuyecknii oruer Ne :

Date of Analysis / laTa anaansa: 10.08.2022

Date of Manufacture / ;laTa npoussogctsa : Jul-2022

Date of Expiry / Cpok rognoctu : Jun-2027

Analysis performed according ND / Ananus nposeaen o HJ{: [T N011252/02-041021

| a) Total aerobic microbial
count / Ob1ee uyncio
aspOOHBIX MUKPOOPraHM3MOB

b) Total combined yeasts and
mould count / OBuiee yucno
POMCOKEBBIX U MJIECHEBBIX
rpuboB

c) E. coli

Absent

L Ibuprofen / n6ynpoden

- Paracetamol / napaueramon

9 [Uniformity of dosage units / |
OIHOPOAHOCTDH A03HPOBAHHSA

1.6

1.6

Shall be absent in 1g / OtcyTcTaue B 1
r

Acceptance value (AV) should be not
more than 15.0 / Tlokasatens
npuemiemoctn (AV) gomkeH ObiTh He
oosee 15,0

IAcceptance value (AV) should be not|
more than 15.0 / Tlokazatens
npuemaemoctit (AV) nomxeH ObITh He
Oogee 15,0

10 Assay / KonnuecrBenHoe
onpeaeeHne

99.1 mg /99.1 mr

123.0 mg / 123.0 mr

90.0 mg to 110.0 mg of C;3H30,

(ibuprofen) per tablet /

OT1 90,0 Mr g0 110,0 mr C3H;50,
udynpoden) B TabneTke

{112.5 mg to 137.5 mg of CsHoNQ,

i( paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CsHoNO,

(napaiietamol1) B TabiIeTKe

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykT cooTBeTCTBYET TpeGoBanusm HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

IloarororneHo: /V IIpoBepeHo: W Onobpeno: Menemxep /.

Ankaj Verma - Ramakant Pyxorogutens Ml w-l _
Manoj Kumar e

Reprint Date: Reprint Date: Reprint Date:

Hara: 10.08.2022 Hara: 10.08.2022 Jlata:10.08.2022
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

PageSof S/ Crp.5u3 5

|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann I0Onnop®, TabaeTku auciieprupyemeie [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201416

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / AHamuTu4ecknii oTuer Ne :

Date of Analysis / laTta ananu3za: 10.08.2022

890001606863

Date of Manufacture / IaTa npousBoactsa : Jul-2022  |Date of Expiry / Cpok rognocts : Jun-2027

Analysis performed according ND / Ananus nposenen no HI: [1N011252/02-041021 ]
(11 Package / YnakoBka 10 tablets in PVC/AL blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20

12 Labeliné / MapkupoBka

~ [MPHMEHEHUIO B MaYKY KapTOHHYIO. ‘npgmeyel-m}o B N1a4Ky KapTOHHYIO.

and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 rabnerox sin a carton pack. / ITo 10 TaGnerok 8
|6J'IHCTep uz [IBX/AL Ilo 2 GHIICTCPB]G.T]IICTC]‘J w3 [IBX/AL [lo 1, 2 unm 20
BMeECTe c MHCTpYKUHei nodaHCTEPOB BMECTE C MHCTPYKUHMEH 110

IAccording to ND. / B cootBetctBum ¢ HJI.

13 Storage conditions /
XpaHeHue

[n the original packaging (blister in carton pack) at temperature below 25°C.

B opurvHaneHol ynakoske (61aucTep B nadke) Mpv TEMIEPATYPE HE BbIlLIE
25 °C.

14 Shelf life / Cpox rognocta

5 years /5 net

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoxykr coorBeTcTBYET TpeGoBanusam HJT

Opinion : APPROVED
3akatouenue: OJJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
IloarorosneHo: / Ilposepeno: Onobpeno: Menemxep /
Ankaj Verma (ﬁ/ Ramakant w PyxoBoaurens i
Manoj Kumar b
Reprint Date: Reprint Date: Reprint Date:
Hara: 10.08.2022 Hara: 10.08.2022 Hata:10.08.2022
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