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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaus FOHnop®), TaGreTkn aAncneprupyemsre [pis aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201849

Batch Quantit

Y / O6bem naprum : 547.500kg

890001614797

Analytical Report No / Ananuruueckuii oruer Ne :

Date of Analysis / JIata anamu3za: 22.09.2022

Date of Manufacture / [lata npoussoacrsa : Aug-2022

Date of Expiry / Cpok roanocrn : July-2027

Analysis performed according ND / Ananus npogesen mo HJL: TI NO11252/02-041021

_ |

Ne  Test/ okazaTenn jl_'(_c_r_sults / PesyabTaThbl _ Specification / Hopma |
1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tabletsw
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. / |
Kpyravle  nnockounnnuapnuecknelpyrisie TUIOCKOLMNKUHAPHYECKHE
TabneTkd  po3oBOro  iBeta  CTabieTkH  pO3OBOrO  UBETAa ¢
BKPAIIEHUIMH, C Hackol ¥ PUCKOH HABKpANIEHUAMH, C Hackol 1 PUCKOH Ha
O/lHOT CTOPOHE,0/1HOI] CTOPOHE,
C XapaKTepHbIM 3aMaxoM. C XapaKTepHbIM 3alaXOM. |

[BS)

Identification /
[MopnHHOCTH

Complies as prescribed/
CooTgercTBYET

The retention times of the main 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 (section Assay). / Bpemena
YACPKIBAHIS OCHOBHBIX MHKOE Ha
Xpomarorpamme HCOBITYEMOTO
pacTBopa JOJKHbI COOTBETCTBOBATH
BpeMEHaM YIEpWKHBAHHS [MHKOB Ha
XpomaTorpamme pacTtsopa
CTaHAAPTHLIX 00pasuoB Hoynpodena
i naparneramona (pa3zen
(KONNIECTBEHHOE ONpeneneHuen).

Remarks : The Product conforms to ND/
Hpumeuanne: [poaykr cooreercrayeT TpeGosanuam HJT

Opinion : APPROVED
3akmovenue: OJJOGPEHO

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

IToarorosnexo: ITposepeHo: Onobpeno: Menemxep / - :

Pardeep Kumar Z Himesh Ku ~ | PyxoBomuTens h Lpo
- : Manoj Kumar “"IZ‘{Lf_L

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.09.2022 Hara: 22.09.2022 Hara:22.09.2022

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
Hoyraun FOunop®, Tabaerku ancneprupyemsie [mis aeteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201849

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / Ananutndecknii oruer Ne ;
890001614797

Date of Analysis / Iata ananu3za: 22.09.2022

Date of Manufacture / Jlata npoussoacrsa : Aug-2022

Date of Expiry / Cpok roauocru : July-2027

Analysis performed according ND / Ananus nposeaen mo HJT: I1 N011252/02-041021

Iucnepenoers

Ne Test / TlokazaTenn Results / PesynabTaThbl Specification / Hopma
3 Average weight of tablets / 363.1 mg/ 363.1 mr ‘357.7 mg to 372.3 mg (365.0 mg +
Cpennsis Macca TabieTok 2.0 %). / Ot 357,7 mr no 372,3 mMr
Complies/cooTBeTcTBYET (365,0 Mr £ 2,0 %)
4 Disintegration / | 00 min:29 Seconds/00 mun 29 Sec [Not more than 3 min /
[Pacmapaemocth He 6onee 3 MuH |
S Dissolution / 97% to 100% Not less than 70% (Q) of C;3H 50>
PacTBopenne (ibuprofen) after 30 min /
He menee 70 % (Q) CiHis0s
(1n0ynpoden) yepes 30 Mun
96% to 98% Not less than 70% (Q) of CyHNO-
(paracetamol) after 30 min /
He memee 70 % (Q) CyHoNO»
_ (mapaueramon) yepes 30 MuH _
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through

the 710 pm sieve is formed

Obpasyercs oanopoaHas cycneHsis,
MPOXOJSLLAS YEPe3 CHTO C pa3Mepom
L)Tsept:T;-{ii 710 MM |

Remarks : The Product conforms to ND/
Ipumeyanne: IMpoaykr coorserctayet TpeboBanusm HJT

Opinion : APPROVED
3akmouenue: OIOGPEHO

Prepared by / Checked by /

INoarorosnexo: IIposepeno: OnobpeHo: Menemxep / .
Pardeep Kumar OVL_/' Himesh W PyxoBoautens Y m

Approved by: Manager/Executive /

Manoj Kumar

Reprint Date: Reprint Date:
Hara: 22.09.2022 Jara: 22.09.2022

Reprint Date:
Hata:22.09.2022

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykans FOunop®, Tabaerku aucneprupyemble [aas aereii], 100 Mr + 125 mr

Batch No / Cepus Ne : V2201849

Batch Quantity / O6bem naptun : 547.500kg

890001614797

Analytical Report No / Ananuruyeckuii oruer Ne :

Date of Analysis / {aTa ananu3za: 22.09.2022

Date of Manufacture / lata npoussoacrsa : Aug-2022

Date of Expiry / Cpok roanoctu : July-2027

Analysis performed according ND / Ananus nposegen mo HJL: [T NO011252/02-041021

Ne  Test/okasaTens Results / PesyabraThbl Specification / Hopma |
7 Related substances / A#-aminophenol (paracetamol impurity)
PoicTBeHHBIE IPHMECH {
4-amunoderon (npumecs
Method 1/ Meton 1 — flapaueramona) - not more than
Determination of 4-Amino 0.0001% 0.005% / ue 6onee 0,005 %
Phenol content / Onpenenenue
COlepKaHUS COnepIKAHUS Any individual unidentified impurity/
4-amitHodeHona of (ibuprofen or paracetamol)
EnnHn4Has HeuneHTHdHUMPOBAHHAS
Method 2 / Meton 2 — BDL (Disregard Limit: 0.05%) MpUMech ubynpodena i
[Determination of Ibuprofen napaueraMosia -
and Paracetamol unidentified not more than 0.2% / ne Gonee 0,2%
impurities / Onpenenenue
HEHASHTH( UL POBAHHBIX 0.0001% Total impurities (Method 1+Method 2)
npumeceil nbynpodena n Cymma npumeceii (Meton 1 + Metog
napawleramMoia 2) - not more than 0.7% / ne Gonee 0.7]
b
8 Microbial limits /
Mukpobunosornyeckas Less than 100 CFU/g / Not more than 1000 CFU/g /
HHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Less than 100 CFU/g / Not more than 100 CFU/g /
Menee 100 KOE/r He 6onee 100 KOE/r
L i | B
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [Tponykr coorBetcTBYeT TpebGoBanusm HJT 3akmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: ITposepeHo: OnobpeHo: Menemxkep / . )
Pardeep Kumar 1 e Himesh Ku ,;;“'AJ’/) PykoBoautens 4, i [/
) (mﬂl' Manoj Kumar & HLUL
Reprint Date: Reprint Date: Reprint Date:
Hara: 22.09.2022 Hara: 22.09.2022 Hata:22.09.2022

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykina FOunop®, Taérerku aucneprupyemsie [aus aeveii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201849

Batch Quantity / O6bem naptuu : 547.500kg

890001614797

Analytical Report No / AHaautrHyeckuii otyeT No ;

Date of Analysis / JlaTa anaan3za: 22.09.2022

Date of Manufacture / Jlata nponssoacrsa : Aug-2022

Date of Expiry / Cpoxk rogsocru : July-2027

Analysis performed according ND / Anasnus nposegen o HJ/L: I1 N011252/02-041021

a) Total aerobic microbial
count / Obuee uineno

=|Shall be absent in 1g / OtcyrcTBHE B 1|

APOOHBIX MIKPOOPTaHH3MOB Absent
r
b) Total combined yeasts and
mould count / Obuiee uncno
POMOKEBBIX U TIECHEBBIX
rpuboB
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOAHOCTH NO3HPOBAHUS 1.4 more than 15.0 / Tlokasarens
rpuemaemocti (AV) nomkeH ObITh He
- Ibuprofen / néynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 / [lokasarens
1.6 npremneMocti (AV) nomkeH ObITh He
5 - Paracetamol / napaueramon oonee 15,0 -
10 Assay / KonndecrsenHoe 90.0 mg to 110.0 mg of C13H 30,
onpeneieHHe {ibuprofen) per tablet /
99.9 mg /99.9 mr OT1 90,0 mr 1o 110,0 mr C;3H 30,

122.3 mg/ 122.3 mr

- ((paracetamol) per tablet /

(ubynpoden) B Tabnetke
112.5 mg to 137.5 mg of CsHoNO»

Ot 112,5 mr 1o 137,5 mr CgHoNO,
(napaietamon) B TabneTke |

Remarks : The Product conforms to ND/
Hpumeganne: INpoaykT coorsercTByer TpeboBanuam HJJ

Opinion : APPROVED
3akmouenue: OJJOGPEHQO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: CZL/ I[TposepeHo: Onobpeno: Menemxep /
Pardeep Kumar == Himesh I\W PykoBoauTtens -'1"-;9 A/

- Manoj Kumar b o
Reprint Date: Reprint Date: Reprint Date:
Jara: 22.09.2022 Hara: 22.09.2022 Hata:22.09.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoywann FOuuop®, Tabaerkn Aucneprupyemsbie [mas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201849

Batch Quantity / O6bem napruu : 547.500kg

890001614797

Analytical Report No / AnanuTndecknii otuer No ;

Date of Analysis / /laTa anasu3za: 22.09.2022

Date of Manufacture / Jlata mpon3ssoacrea : Aug-2022

Date of Expiry / Cpox rognoctn : July-2027

Analysis performed according ND / Anasus nposegen no HJ/T: [T N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in a listers and patient information leaflet
carton pack. / Ilo 10 Tabnerok sin a carton pack. / [lo 10 Tabnerox B
Gnicrep u3 MIBX/AL Tlo 2 6auctepaGanctep 3 [TBX/AL TTo 1, 2 wau 20
BMECTE c HMHCTPYKLHEH MOOJIMCTEPOR BMECTE € HHCTPYKLMEii 1o
[IPUMEHCHHIO B MTAYKY KAPTOHHYIO.  [MPUMEHEHHIO B Na4YKy KAPTOHHYIO.

12 Labeling / MapkupoBka According to ND. / B cooTBETCTBHH © HZ.
13 Storage conditions / in the original packaging (blister in carton pack) at temperature below 25°C.
XpaHenue /
B opurunanbHo# ynakoske (611cTep B auke) Npu TEMOEPATYPE HE BbIiLE
25 °C.
14 Sheif life / Cpox ronsocTu |5 years / 5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanne: INponykr coorsercreyer Tpe6opanuam HJT 3akmouenue: OJJIOBPEHO

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

Ilonrorosnexo: 2 ITpoBepeHo: OnobpeHo: Menemxkep /

Pardeep Kumar (36,;- Himesh M’ — | PyxoBoautens 'th
E ) Manoj Kumar ~—

Reprint Date: Reprint Date: Reprint Date:
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