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Dr.Reddy’s ":‘

Product: Tbuclin, film-coated t tablets 400 mg +325 mg

Hoyxnun®, TabieTKH, NOKPBITEIC IIIEHOYHO 060109 Koi, 400 mr + 325 mr

‘Batch No/ Cepnx No : V2300018 Batch Quantlty [ Otbem nap"rpm ; 727.5__()"11(2%
Analyncal Report No / AnaanrrHaeckuii oryer Ne : Date of Analysis / JaTa anannsa: 11.012023_ - i
040001729593 ‘

‘Date of Manufacture / Jlara npoﬂ’moucma : Dec-2022 Date of Exp:ry / Cpox [OJHOCTH : Nov-2027
,Analysis performed according ND / At Anasus npoeegen mo HJI: 1T N011252/01-300522 L

!_@: . iTest/ HOK&B‘]TEJ‘IL _ [Results/ Pesysnbrars 'Specification / Hopma
1 lDescnpnon/ Omucanne Capsule-like orange-colouted ﬁ}m-,CapsuIe -like orange-coloured filin- Coatedi
i coated one-side scored tablets; on!one-side scored tablets;
cross section - white core. /Tadnerkn on cross section- white or off-white core., /
| KancynoBuaHoH GopMbl, noxkphiThie TabneTkn  KancyioBMaHO thopubt,
WieHVHHUE 00LNOYKON UPUHACEBOIU HUKPSILbLE INIEHUYHOH of (moq}coli
J lupeta, ¢ prckoll Ha ofHOI CTOPOHE;|OpPaHKEBOro UBETa, C pHEKOH Ha oanoit
i Ha TIOTIEPEYHOM paspese — sLpO CTOPOHE; HA MONEPEYHOM Paspese — s/po
i 6enoro upera. iGenoro uan mouty Heaoro LBeTa.
: |
| | |
( |
|
.
Remarks : The Product conforms to ND/ Opinion : APPROVED
Upumeuanue: [Tpoaykr cootsercreyer Tpefosanuam HIL | 3akmovense: OIOBPEHO
) Prepared by / Checked by / Approved by Manager/Executwe |
[Tonrorosneno: Naresh [IpoBepeno: Himesh Kumar /Ono6peno:Meunemkep/PyxosoauT
Kumar , | e Amit Kumar
AL ‘:;———ALM _.‘_—‘..‘ ' i - _’ “
Reprint Date: 11.01.2023 Reprint Date: 11.01.2023 | Reprint Date 11.01.2023 '
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Date of '\’Ianufacture / JaTa ﬂnoquonta Dec~2022 |Date of f Expiry/ Cpmc ro,anocm N0v~2027 ) ___
sAna]ysm perfornted according ND / Aranns nposened no HJI: [T NO11252/01-300522 o

Product: Ibuclin, {ilm-coated tablets, 400 mg + 325 mg
Hoyxaun®, TaGneTku, NOKPEITHIE MICHOYHOI 060.10uK0ii, 400 Mr + 325 mr !
\Batch No / Cepus No : V2300018 'Batch Q Quantmf / O6bem napTum : 727 ‘5(} kG |
Analytmal Report No / Ananuruyeckuii oraer Ne ; !Date of Analysis / [laTa anammza; 11. 01.2023 l
040001729593
E
|

| 2 E Identification / Complies as prescribed/ - The retention times of the main peaks on
TTogHMHEHOCTS !COOTBeTCTByeT ‘the chromatogram of the test solution

’ should correspond to the retention times

l of the peaks on the chromatogram of]

l ibuprofen and paracetamol reference
' ‘standards solution (section Assay) /

i Upescena yacpHBAINA OCHOBHILIX HHICOL

Ha XpOMAaTOrpamme HCIBITYEMOTO

i pacTBopa  JOMMKHBL  COOTBETCTBOBATH

Es}xervn::ﬂam YACDXKUBAHUA — NHKOB Ha[

XpOMAaTOrpaMMe pAcTBOPA CTAHJAPTHLIX

l Ioﬁpaauoa nbynpodena w mapaueTamona

I {paznen «Konuuectsertoe
i ONpEALISHHER)
| |
E
g e e AL - eSS s
™3 Average tablets weight 568.7 mg / 968.7mr 1940.9 mg to 599.1 mg

iCpealian sacce (970.0 mg + 3%) /
| Tabnerok Or  0640,9 wmMr  po 9991 Al

| (970,0 mr 3 %)
i

l
4 |Disintegration / 05 min /05 mun |Not more than 30 minutes /
Pacrianaemocts 'He 6onee 30 mun
| Remarks : The Product conforms to ND/ Opinion : APPROVED
y Opuveyanne: Tpoaykr cootercTayeT Tpebosanusm HJL 3axkmoyenne: OIOBPEHO |
! Prepared by / Checked by / Approved by: Manager/Executive |
IMoaroTosneno: Naresh IIposepeno: Himesh Kumar /Opnobpeno:Menemxkep/Pykosoanr
Kumar A \ — enp Amit Kumar |
& “*——“A—”'“"‘ o AN
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— ey

Product: ”Ibuclin film-coated tablets, 400 mg + 325 mg
Hoyxknmu®, Tabaerks, , TOKPBIThIE M1eH0UHO0# 060a04K0it, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300018 _ Batch Quantltv / O6wem M NIApTHH : 727 50 ki kG
iAnalytlcal Report No / AnanuTuyeckuif oTuer No ¢ Date of Analysis / lata anasmsa: 11.01.2023
040001729593

Date of Manufacture / Hara IIpoH3BOACTBA : Dec-2022 iDate of E)gHrv / Cpok romloc"m X Novh2027
'Analysis performed accordmg ND / AHaJHB 13 nposegen mo HA: [TN011252/01-300522

|Dissolution / Not less than 70% (Q) C;HiOs,
PacTeopenne I 94% to 103 % (Tbuprofen) dissolved in 30 minutes /
. | He wmenee 70 % (Q) C;3HisOs
| | (ubynpoden) uepes 30 Mun

fNot less than 70% (Q) CyHoNO,
98% to 103 % {Paracetamol) dissolved in 30 minutes /
He wmeuee 70 % (Q) CyHoNO:!
( napaueTaMOﬂ) Yepes 30 MHH

6 |Related substances /
PoncTBeHHbBIE NPUMECH 0.0001% 4- amnﬂod}euon (npumecs napaueramona)
!Method 1/ Metoz 1 - not more than 0.005% /

' | HE Bonee 0,005 % i

|

i
¢

\Method 2/ Meton 2 BDL (Below disregard area 7099) ' Any individual impurity (of ibuprofen orJ
' ‘paracetamol) / Jliobas  eannuuHas|
[IPHUMECH (ubynpodeHna wik

’ inapaieraMona) - not more than 0.3%/ |
i He bonee 0,3 %

’ ITotal impurities (Method 1+ Method 2) /,
0.0001% |Cymma npumeceii (Metog 1 + Merog 2) -
l | J_Ot more than 0.7% / ve Gonee 0,7 % |

9 Water/Boza 1.4 % " Not more than 5.0% /
He 6onee 5.0 %

t"ﬂ;R“emarksT:‘-Thf: Product co;tléﬁéwfg ND/ Opinion : APPROVED i
Ilpumeyanue: [TpoaykT cooTseTcTBYeT Tpebosanuam HJI 3axmouenne: ONOLPEHO 1
Prepared by / Checked by / Apploved by: Manager/Executive | ;;

i Ilogrotosneno: Naresh ITpoeepeno: Himesh Kumar /Onobpeno:Menemxep/Pykosoaur |
Kumar y ens Amit Kumar

¥ —— .
- oS [
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e :

Product: Ibucfin, film-coated tablets, 400 mE+ 325 mg
W6yrimu®, TabreTicH, IOKPhITHIE NIeHoHOH 060a09Koii, 400 Mr + 325 mr i

“Ba_tchrljo / Cepust Mo :7?_*2“‘300_018 . __ Batch Quantity / O6nem napTun : 72750 kG _
:Analytical Report No / Ananurayeckuii orger No : Date of Analysis / laTa ananusa: 11.01.2023
040001729593 |

Date of Manufacture / lata nponssoactsa : Dec-2022 [Date of Expiry/ CpoK rofmocTy : N})WZZ@ “:_ i
Analysis perfngﬂegiqc_o_gding ND / Anaanz nposened mo HA: IT NO11252/01-300522

10 Uniformity of dosage T T | Acceptance value (AV) should be not |
units / 1.4 more than 15.0 / '
OznnoponHocTs Iokasatens npuemnemoctd (AV) nomien !
JO3UPORAHIS ;OBITE He Oostee 15,0 i
- Ibuprofen /u6ynpoden

[ jAcceptance value (AV) should be not
14 more than 15.0 / l
- Paracetamol/ [Tokazaresns npremnemocts (AV) gofxken
. .lapaueramon B ~ ___|6BITh HeE Bonee 15,0 |

11 [Microbial limits / : T
MukpoSuonornueckas
YHCTOTA , ‘
a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g/ ,
microbial count / Menee 10 KOE/r He bonee 1000 KOE/r

l Ob1ee uucno i ]
a5pobHBIX |
MHKPOOPTaHH3MOB
!b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g / .
yeasts and mould count Menee 5 KOE/r 'He bonee 100 KOE/r ?
I’/ Ob1ee yncno i
| APOMWCHERRIX H
IjiecHEBLIX IpuboB
lc) E. coli | Absentin 1g/ Otcyrcreyer B Ir ! Shall be absent in 1g / Otcyrcreue B!
i ‘lr
Remarks : The Product conforms to ND/ Opinion : APPROVED
pumeuanue: [lpoayxr cootsercTayet TpeGoanmam HII | 3akmodenne: OJOBPEHO o
Prepared by / Checked by / Approved by: Manager/Executive |
IToarotosneno: Naresh - | [Tposepeno: Himesh Kumar /Ono6peno:Menemxep/Pyxosoaur
Kumar - ., \ » eNb Ag?it Ki}zajil“ |
! G FeSg Y s ”
.'/ 14
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Dr.Reddy’s €3¢

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

H6ykaun®, TabneTkH, MOKPLITHIE NJIeHOYHOM 060/10uKoH, 400 Mr +325 mr
Batch No / Cepua No : V2300018 ~ |Batch Quantity / O6sem naprau : 72750 kG
Analytical Report No / AnannTraeckuii oTaer Ne ; Date of Analysis / Iara ananmsa: 11.01.2023 !
1040001729593 | o
Date of Manufacture / lata npoussoacrsa : Dec-2022 !Qate of Expiry / Cpok rognoctn : Nov-2027

‘Analysis performed according ND / Apanus npciée_meg no H/I: TINO011252/01-3 00522

[ 12 Assay/ T 3600 to 440.0 mg of  CuHuOl
| KomuecTrenHoe 395.6 mg/ 395.6 mr (Ibuprofen} per tablet /
’onpe;[enem{e Or 360,0 Mr no 440,0 mr C;3H;40.

(ubynpoden) 8 Tabnetke !
2925 to 3575 mg of CgHyNO,
320.42 mg / 320.42 mr |(Paracctamol) per tablet /
iOT 2925 mr mo 357,5 mr CsHyNO»
L ' L - (napaueramon) B Tabnerke _
13 Package / Ynakoska |10 tablets in PVC/Al blister. 1 {10 tablets in PVC/Al blister. 1, 2 or 20|
| blister and a patient information blisters and a patient information leaflet '
. 'leaflet in a carton. / Ilo 10 in a carton. / Mo 10 Tabrerok B TIBX/AI
| Tabnetok B [1BX/Al Gmuctep. Tlo 1 \GHHCTep. Mo 1, 2 umm 20 Gaucrepos B

GincTepy B MAyKy KAPTOHHYIO |Mauky KapTOHHYIO BMECTe =
BMECTE C©  MHCTpyKuue#f 1o ‘anrpymaeﬁ IO NPUMEHERHUIO. i
- __i_ - NTPHMEHEHUIO. e o
14 | Labeling / MapkupoBka: According to ND. / B coorsetcrsun eHAL e} §
15 | Storage conditions / | At temperature not more than 25 °C. / ' E
_ Xpaneuue [Tpu remnepatype He Beiwe 25 °C.
16 | ShelfTife /Cpox 5 years/ 5 et _ o —_l
| TONHOCTH _ o
Remarks : The Product conforms to ND/ Opinion : APPROVED ”
Ipumeuanne: [TpoayxT coorseTcTByeT Tpebopatmsm HJJ Sarmouenne: OJOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive |
[logrorosneHo: Naresh ITposepeno: Himesh Kumar /Onobpeno:Meuemxep/PykoBouT
Kumar . g ) enb Amit Kumar
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ho| =) — |
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