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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 of S/CTp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOuuop®, TabjeTkn aucneprupyemsele [ais aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200222

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / AHaquTH4YecKHii oT49er Ne : Date of Analysis / [lata ananusa: 28.02.2022
890001577195

Date of Manufacture / Jlata npoussoactsa : Jan-2022 |Date of Expiry / Cpox rognocru : Dec-2026

Analysis performed according ND / Anaau3 nposenen mo HJI: IT N011252/02-041021

Ne Test / IToxa3zaTejb __Results / PesyapTaThl Specification / Hopma
1 Description / Onucanne Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line o |
one side and characteristic odor. / one side and characteristic odor. /
Kpyribie — nnockoumnnuapnyeckueKpyrasie  NIOCKOWMITHHAPHYECKHE
rabnersk  po3oBoro  lBera  cTabmeTkH  PO30BOrO  LBETA €
BKpanieHnsMu, ¢ Gackoii i prcKoli HaBkpanieHHaMH, ¢ (hackoii 1 puckoil Ha
ofRoit CTOPOHE,0AHOIT CTOpOHE,
C XapaKTEepHBIM 3aIaxoM. Ic XapaKTepHbIM 3aITaxoM. ]
2 [dentification / Complies as prescribed/ [The retention times of the main peaks
[MopMHHOCTE 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
l solution (section Assay). / Bpemena
| yAEpiIBaHiis OCHOBHBIX MHKOB HA
' XpomMarorpamme HCMBITYEMOTO
pacTBOpa MOMKHBI COOTBETCTBOBATH
BpeMEHaM YJepKHBaHWS MHKOB HA
IXpomMarorpaMme pacTBopd
cranmapTHeIX o0pasuoB HOynpodena
1 napateraMona (paznen
«ICoN1YecTBEHHOE ONpeeneHue»).
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoxykT cooTBeTcTBYET TpebosaHusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: IIpoBepeno: Onobpeno: Menemkep /
Pardeep Kumar |/ Himesh Kum;(ar;:j-/_/":s PykoBoauTenb il A 7
' Abhishek Chauhan '
Reprint Date: Reprint Date: Reprint Date:
Jara: 28.02.2022 Jlara: 28.02.2022 JHara: 28.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabaerku aucneprupyemble [nas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200222

Batch Quantity / O6bem napruu : 547.500kg

890001577195

Analytical Report No / AnanuTudeckuii oTuer Ne :

Date of Analysis / Iata ananu3a: 28.02.2022

Date of Manufacture / JIata npon3BoactBa : Jan-2022

Date of Expiry / Cpok rognocrs : Dec-2026

Analysis performed according ND / Ananu3 npoeeen mo HJI: [1N011252/02-041021

3 Average weight of tablets /
Cpenusis Macca TabJIETOK

364.6mg/ 364.6Mr

Complies/cOOTBETCTBYET

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

|

4 Disintegration /
PacnagaeMocTb

00 min:40 Seconds/00 muu 40Sec

Not more than 3 min /
He 6onee 3 MuH

Ne Test / IlokasareJnb Results / Pe3yabTaThl Specification / Hopma
] Dissolution / 98 to 100 Not less than 70% (Q) of CisHysO:l
PacTBOpEeHHE ( ibuprofen) after 30 min / [
He wMenee 70 % (Q) CisHisOx
i(i-sﬁynpmbeﬂ) qepe3 30 MUH
99 to 100 Not less than 70% (Q) of CanNOgé

{(paracetamol) after 30 min /
He wmenee 70 % (Q) CgHoNO:
(napaueramon) uepes 30 MUH

6 Dispersibility /
/TucmepecHOCTh

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
O0pasyercs O0AHOPOJHAA CYCTEH3HS,
MpoXoAsias 4epes CHTO ¢ pasMepoM
oTBepcThii 710 MkM

Remarks : The Product conforms to ND/
Hpumevanue: [Ipoaykt cooTseTcTBYET TpeboBanusm HI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 28.02.2022

Prepared by / Checked by / Approved by: Manager,
IMoaroroBneHo: IIposepeHo: Onobpeno: Menemxep|/
Pardeep Kumar c—;‘{_i Himesh Kumar — Pykosogutens '

Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Jara: 28.02.2022

Jara: 28.02.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann IQunop®, TabsieTku qucneprupyembie [nasa gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200222

Batch Quantity / O6bem naptun : 547.500kg

890001577195

Analytical Report No / AnannTu4yeckuii oTyer Ne :

Date of Analysis / laTa anasmu3za: 28.02.2022

Date of Manufacture / lata npon3soacTBa : Jan-2022

Date of Expiry / Cpok roaHoctu : Dec-2026

Analysis performed according ND / Auanu3 nposened mo HJI: I1 N011252/02-041021

7 Related substances /
| PoncreeHHbIe IPHMeECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenne
cofiepXXaHusl COJIePXKaHHS
4-amuHO(eHoNa

Method 2 / Meron 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpezneneHue
HeHAeHTUPULHPOBAHHBIX
[npumeceit ubynpodena u
rapaleramosna

0.0001%

Below BDL (BDL= 0.05 %) / Hinke
opora perucTpauyn
(ITP = 0.05%)

0.0001%

l4-aminophenol (paracetamol impurity)

4-aMUHOQEHO (npumeck
napaneramona) - not more than
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnuHuuHas HEUAESHTUQULMPOBaHHAS
MpUMeCh ubynpodena iy
mapaueraMora -

not more than 0.2% / He 6onee 0,2%

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

Z

Test / IlokazaTean

esults / PesyabraTht

Specification / Hopma

Microbial limits /
MuKpoOHOJIOTHYeCKAs
YHCTOTA

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

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

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

Not more than 100 CFU/g/
He 6omnee 100 KOE/r

Remarks : The Product conforms to ND/
IMpumeuanue: [Tpogyxr coorseTcTBYeT TpeboBanusam HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

Iloarorosnexo: f IIpoBepeHno: Onobpeno: Menemxker) /

Pardeep Kumar - Himesh Kur 1/4&,,/: PyKOBOOMTEND | - (
EDR : Abhishek Chauhan 2

Reprint Date: Reprint Date: Reprint Date:

Jlarta: 28.02.2022 JHara: 28.02.2022 JlaTa: 28.02.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOnuop®, TabueTkn qucneprapyemble [fast aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200222

Batch Quantity / O6bem naprnu : 547.500kg

890001577195

Analytical Report No / AHasmuTH4uecKkHii oTyer Ne :

Date of Analysis / laTa ananan3a: 28.02.2022

Date of Manufacture / JlaTa npousBojacTsa : Jan-2022

Date of Expiry / Cpok rogHocTH : Dec-2026

Analysis performed according ND / Anaau3 nposenen mo HJI: ITN011252/02-041021

a) Total aerobic microbial
count / Ob1uiee yucio

‘ A’pOOHBIX MUKPOOPTraHU3MOB Absent Shall be absent in 1g / OtcyTrcTBHE B 1
r
‘ b) Total combined yeasts and
' mould count / O61mee yncio
. MPOXOIKEBBIX M TJIECHEBBIX
i rpr6oB
'. c) E. coli - 1
9 Uniformity of dosage units / /Acceptance value (AV) should be not
OaHOPOIHOCTH 103U POBAHNSA 2.6 more than 15.0 / [lokaszatens
npuemneMocTd (AV) nomkeH OpITh He
- Tbuprofen / ubynpodex Oonee 15,0
/Acceptance value (AV) should be not
more than 15.0 / Tlokazartens
2.6 npuemaemoctd (AV) nomkeH ObITh HE
- Paracetamol / maparetamMmon B oonee 15,0
Ne  Test / Ilokasarean Results / PesyabraThi Specification / Hopma
10 Assay / KoJinuecTBeHHOE 00.0 mg to 110.0 mg of Ci3H 302

onpeaeicnue

98.8mg /98.8 mMr

124.6mg / 124.6Mr

(ibuprofen) per tablet /

T 90,0 mr mo 110,0 mr C13H;302
(nOynpoden) B Tabnerke
[112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /
Or 112,5 Mr 10 1375 mr CsHoNO;
(napaueramon) B TabneTke

Remarks : The Product conforms to

ND/

ITpumeuanue: ITpoxyKT cooTBeTcTBYET Tpebosanusm HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: / IpoBepeHo: Onobpeno: Menemkep /
Pardeep Kumar c“J__/ Himesh KW PykoBoauTes ‘
) Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Jara: 28.02.2022 Jara: 28.02.2022 Hata: 28.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykand FOunop®, TabaeTkn gucneprupyemble [1is aereii], 100 mr + 125 mr

Batch No / Cepus No : V2200222

Batch Quantity / O6bem maptuu : 547.500kg

890001577195

Analytical Report No / AHanuTnueckuii oryer Ne :

Date of Analysis / laTta ananu3sa: 28.02.2022

Date of Manufacture / [lata npoussogcrsa : Jan-2022

Date of Expiry / Cpox rognoctu : Dec-2026

Analysis performed according ND / Anaan3 nposesen mo HJI: T1NO011252/02-041021

10 tablets in PVC/AI blister. 2 blisters

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

11 Package / Y nakoBka
and patient information leaflet in ablisters and patient information leaflet
carton pack. / I[To 10 rabnerok Bin a carton pack. / [To 10 Tabnerok B
omucrep n3 [IBX/AL To 2 6mucrepapmucrep w3 [IBX/AL Io 1, 2 wnn 20
| BMecTe € HHCTpykumeil noGANCTEPOB BMECTE € HHCTPYKINEH 1O
; - [IPUMEHEHITIO B MAYKY KAPTOHHYKO.  [IPHMEHEHHIO B IAYKY KapTOHHYIO. |
12 Labeling / MapkupoBka IAccording to ND. / B cootBercteuu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHneHue
B opuriiHansHoii ynakoske (baMcTep B nadke) NpU TEMINEPATYPE HE BbIILE
25 9€!
14 Shelf life / Cpok rognocTa 5 years / 5 et

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoxykT cooTBeTCTBYET TpeOoBaHuAM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 28.02.2022

Hata: 28.02.2022

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

[ToaroToBNIEHO: il [IpoBepeHo: Opnobpeno: Menemikep|/

Pardeep Kumar C:;ll_—/—’" Himesh K@:;_L—-——”D\ PykoBonurens /\
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Jlarta: 28.02.2022
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