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Page 1 of 5/Ctp. 1435

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkaun IOunop®, Ta6eTKH Jucneprupyemsle [10s aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200703

Batch Quantity / O6bem naprun : 547.500kg

890001592258

Analytical Report No / AnanaTu4ecknii oraer Ne : Date of Analysis / {laTa ananu3za: 25.05.2022

Date of Manufacture / lata npoussogcrtsa : Apr-2022 |Date of Expiry / Cpok rognocru : Mar-2027

Analysis performed according ND / Anasin3 nposenen mo HJI: IT N011252/02-041021

Ne  Test/ Ilokasarenn Results / Pe3yabTaThl {Sp_ecification /Hopma |
1 Description / Onucanue Pink flat-faced beveled-edge tabletsE;ink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / -lone side and characteristic odor. /
Kpyrnsle  mockommnuHapHueckueKpyrnsle  MIOCKOUHIHHAPHYECKHE
rableTkd  pO30BOTO  UBeTa  cTabieTkH  pO30BOrO  IBETA ¢
BKpaIIeHHsAMH, ¢ packoit 1 puckoil HaBKpanIeHusaMH, ¢ packoi ¥ PUCKOH Ha
OHOH CTOPOHE,0IHOI CTOpOHE,
C XapaKTEPHbIM 3aMaxoM. C XapaKTepHBIM 3aI1aXOM.
2 [dentification / Complies as prescribed/ The retention times of the main peaks
[MopuHHOCTH 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  standard
solution (section Assay). / Bpemena
VIEPKHBAHIA OCHOBHBIX OHKOB Ha
XpOMaTorpamMmMe HCIBITYEMOTO,
pAcTBOpa MOMKHE COOTBETCTBOBATL
| BpeMeHaM YAEPKHBAHMS [HKOB HA
|| XpomaTorpamme pacTBopa
| CTaHjapTHBIX 00pasnos ndympoden
i napateraMona (paznen
- «KoJi4ecTBEHHOE ONpe/ieNeHMey). 7
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: ITpoxykT cooTBeTCTBYET TpeboBanusm HJI 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TTogrorosneHo: ITposepeHo: Ono6peno: Menemkep //)
Ankit Pravesh Rana o [/ PykoBoautens oon— =
(])E - Pavan Kumar Sharma =
Reprint Date: Reprint Date: Reprint Date:
Hara: 25.05.2022 Hara: 25.05.2022 Hara:25.05.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOuuop®, TabaeTku gucneprupyemsie [ans gereii], 100 mr + 125 mr

Batch

No / Cepus Ne : V2200703

Batch Quantity / O6bem napruu : 547.500kg

89000

Analytical Report No / Ananutnyecknii oryer Ne :

1592258

Date of Analysis / laTa ananu3a: 25.05.2022

Date of Manufacture / lata npon3soacTsa : Apr-2022

Date of Expiry / Cpok rogHoctH : Mar-2027

Analysis performed according ND / Auasnus npoBeaes no HJ[: ITN011252/02-041021

3 Average weight of tablets / 362.2 mg/ 362.2 Mr 357.7 mg to 372.3 mg (365.0 mg+
Cpennsist Macca Tab1eTOK 2.0 %). /Ot 357, 7mMr po 372,3 Mr |
Complies/cOOTBETCTBYET (365,0 Mr 2,0 %) |
4 Disintegration / 00 min:38 Seconds/00 muu 38Sec [Not more than 3 min /
Pacnaxaemoctn He 6onee 3 MuH S
INo Test / Iloka3zaTeb Results / Pe3yJbTaTnl Specification / Hopma
5 Dissolution / 98% to 101% [Not less than 70% (Q) of Ci3Hi50;
PacTBOpenne {(ibuprofen) after 30 min /
g He wmenee 70 % (Q) CiHisOs
' (noynpoden) uepes 30 Mun
97% to 99% Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
| | He wmenee 70 % (Q) CsHoNO,
[ ~ (napaueramod) yepes 30 MuH
6 Pispersibility/ Complies / CooTBeTCTBYET Uniform suspension passing through
[ IncnepcHOCTh the 710 um sieve is formed
| OG6pazyercs OJHOPOAHAS CYCHEH3MS,
‘ ‘ IPOXOJALIAS Hepe3 CHTO C PasMepoM
B | oteepcTHii 710 MKkM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBaHusaM HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: IlpoBepeHo: OnobpeHo: MeHeszep/ ) G
Ankit C A Pravesh Rana PykoBoauTennb
: - Pavan Kumar Shd‘[mg,s/
Reprint Date: Reprint Date: Reprint Date:
Jara: 25.05.2022 Harta: 25.05.2022 Hara:25.05.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOunop®, TabaeTkn aucneprupyemble [nis gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200703

Batch Quantity / O6bem naptuu : 547.500kg

Analytical Report No / AHasmTudyeckuii oTdyer Ne :
890001592258

Date of Analysis / [lata ananmm3a: 25.05.2022

Date of Manufacture / Jlata nmponssoactsa : Apr-2022

Date of Expiry / Cpox rogHocty : Mar-2027

Analysis performed according ND / Auanus nposeger mo HJI: T N011252/02-041021

[napaueramolia

7 Related substances / 4-aminophenol (paracetamol impurity)
PoacTBeHHBbIE IPpUMECH
| 4-aMHHOGEHO (mpumeck
Method 1 / Metox 1 — . mapaineramMona) - not more than
Determination of 4-Amino O:0001% 0.005% / ue 6onee 0,005 %
Phenol content / Onpeaenenve
coepKaHusl CONEPKaHUS I' Any individual unidentified impurity
4-amuHobeHOIa of (ibuprofen or paracetamol) /
EnvHuuHas HeuaeHTHQUIMpPOBaHHAS
Method 2 / Meton 2 — 0.06% MpUMeChH ubynpodena WY
Determination of Ibuprofen apaneTamona -
and Paracetamol unidentified ]not more than 0.2% / He 6onee 0,2%
impurities / Onpeaenenne
HenAeHTHOUITMPOBAHHBIX 0.06% Total impurities (Method 1+Method 2)
npumeceii HOynpodeHa u Cymma mpumeceii (Meron 1 +Meroz|

2) - not more than 0.7% / He Gonee 0.7
%

Ne Test / Iloka3zaTeanb

Results / Pe3y bTaThi

Specification / Hopma

18 Microbial limits /
Muxkpo6nosiornueckas
| HHCTOTA

Less than 100 CFU/g/
Mesnee 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 60onee 100 KOE/r

Remarks : The Product conforms to ND/

IMpumeuanne: [Iponykt coorBeTcTBYET TpebGoBanusaM HI

Opinion : APPROVED
3akmwuenue: OJOBPEHO

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

[ToarotoBneHo: IIposepeno: Onobpeno: Menemxep /[ o

Ankit ~ Pravesh Rana PykoBoauTENb i};/
@ Pavan Kumar Sharma

Reprint Date: Reprint Date: Reprint Date:

Jara: 25.05.2022 Hara: 25.05.2022 Jarta:25.05.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TabsieTky gucneprupyembie s gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200703

Batch Quantity / O6bem mapruu : 547.500kg

890001592258

Analytical Report No / AHannTH4Yeckmii oTgeT No :

Date of Analysis / JlaTa ananmza: 25.05.2022

Date of Manufacture / Jlata nponsBoactsa : Apr-2022

Date of Expiry / Cpok rogaoctn : Mar-2027

Analysis performed according ND / Auanus nposenen no HJI: IT N011252/02-041021

| a) Total aerobic microbial
count / O611ee Ynucio

onpeaeJjicHHe

A3pOOHBIX MUKPOOPTraHU3MOB Absent Shall be absent in 1g / OtcyTcTaHe B 1|
r
b) Total combined yeasts and
mould count / Obluee yncio
IIPOMOKEBBIX U MJIECHEBBIX
rpubos
c) E. coli _ |
9 Uniformity of dosage units / | IAcceptance value (AV) should be not
OXHOPOIHOCTDH K03HPOBAHHUS 1.7 more than 15.0 / TIloka3zaTenn
npHemiaeMoct (AV) nomxeH ObITh He
- Ibuprofen / ubynpoden pounee 15,0
[Acceptance value (AV) should be not
more than 15.0 / Tlokasarens|
1.7 npuemaemocTi (AV) nomkeH OBITh Hej
I - Paracetamol / napaneramon | oonee 15,0
Ne  Test / HoxaszaTenn Results / PesyabTaThl _Specification / Hopma
10 Assay / KosuuecTBenHoe 90.0 mg to 110.0 mg of C13H;50;

98.7 mg /98.7 mMr

124.0 mg / 124.0 mr

(ibuprofen) per tablet /
)T 90,0 MI' 1O 110,0 M C13H1302
(nSynpoden) B Tabnerke
112.5 mg to 137.5 mg of CsHyNO,
paracetamol) per tablet /
Ot 112,5 mr o 137,5 mr CsHoNO,
(mapaneramon) B TabieTke

Remarks : The Product conforms to

ND/

IIpumeuanne: ITponykr cooTBeTcTBYET TpeOoBaHuam HJT

Opinion : APPROVED
3aknouenue: OJJOBPEHO

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

Iloarororneno: i TIpoBepeHo: Onobpeno: Menemxkep /||

Ankit 7B Pravesh Rana PykoBomuTensb : ‘,;//
_— ! Pavan Kumar Sharma <

Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann I0uuop®, TabaeTkn aucneprupyemsle [mas pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200703

Batch Quantity / O6bem naprum : 547.500kg

Analytical Report No / Auanurudecknii oruer No :
890001592258

Date of Analysis / Jlata ananusa: 25.05.2022

Date of Manufacture / /lata npon3soicTsa : Apr-2022

Date of Expiry / Cpok roguoctu : Mar-2027

Analysis performed according ND / Ananus nposegen mo HJI: ITN011252/02-041021

11 Package / Ynakoeka EO tablets in PVC/Al blister. 2 blisters1 0 tablets in PVC/Al blister. 1, 2 or 20
nd patient information leaflet in a!blistcrs and patient information leaflet

carton pack. / Ilo 10 Ttabnerok B;in a carton pack. / ITo 10 TaGnerok B
onucrep uz [IBX/Al Tlo 2 ﬁmlcmpa]ﬁmlcmp u3 TIBX/AL Ilo 1, 2 uan 20
BMECTE c HHCTPYKLHEH nmoONHCTEPOB BMECTE C HHCTPYKUHeEi 110

— NPUMEHEHHIO B 1AYKY KAPTOHHYIO.  MPUMEHEHHIO B NMAYKy KapTOHHYIO.

12 Labeling / Mapkuposka According to ND. / B cootsercteun ¢ H]I,

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

Xpanenue

B opurunansHoii ynakoske (6nucTep B nauke) Ipy TEMAEPAType He BbilLe
25 °C.

14 [Shelflife / Cpox roguoctn 5 years / 5 et o

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorsercTByer TpeGosanuam HJT

Opinion : APPROVED
3axmouenune: OJJOGPEHO

Prepared by / Checked by / _ Approved by: Manager/Executive /
ITonrorornexo: IIporepeno: / Onobpeno: Menemxep / /. -
Ankit (H Pravesh Rana 2 L _ PykoBoauTens o

~_ Pavan Kumar Sharma
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