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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AKOCTI

HETERO LABS LIMITED
[UNIT - V) 5EZ {UNIT-1}

"Motera Corporate”, 7-2-A2, Industrial BEstates,
Sarmath Nagar, miyderabad - 500 018, 1.5, IND

Tol : 91-40-23704023/24/ 25 Fay . 91-4Q- 23704926, 23714250,
e-rnai - coracighhetierc.com,
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Certificate No.; SSFP23005037

Page 1 of 4 ;

........... . Ceprudinar Mo: s .. Crepiuxa}3d
! Product name: | LINEZOLID-HETERO Manufacturing country: | lodia
L Ha3zsa ppoaykuit: | JIIHE SOALI-TETEPO AepaBa-sHpoOHIK: ; T i
: Pharmaceutical form: | Film conted tablets
f Airvapenxa dopnvia: | Tabserky, BRpIET nnmhﬁrsum 0DOIOHK0I0 _
E Strengéh/potency: | 1 film conted tablet contains Linezolide 608 mg
E Citna Jufdscruumcm- I rabaerxa, BRPHTA MIRKORVIO oDoMoHKee, MmicTaTe 600 Mr TiHeoRiNY
Type and size of | 10 tablets in a blister; 1 blister in 2 carton box with Eabtihng in Ukrainian Ian;,mga
paclaging:
. Buaiposmip yonaxesisi: | o Y0 vafinerox v Gaicrepi; ne 1 6aicrepy y KapTonxil Kopodii 3 MapryBaRHAM YHPRIHCLKOR
S | _MOBOID o - poen ]
Batch No.: | Bafch Size: packs ynaxossyg
LINZZGO7D . 8300
e JEepin R s b POSMIp COpIE: - N—
: Mig. Date: | 005 L it B
P Aara mrpobunursa: ava sakinyenua repminy BPHARTROCT R R
?{Egis‘{:!}itﬂ}ﬁ Ce’rtsﬁ{:aze: GA/16624/01/01 Valid splo: 19.03. 28?4

Pecorpaniiye nocsiguenss: | i Aiitene aon
Manufacturer aame: | Heters Labs Limited License MNo.:
: AMINTAPZOOVF/IR
e Haiimenysauny supotnuxs: | Lerepo Jia6s Hiviven Jiiuenzis No:
: f.ocation: | Unit-V, Block V and ¥V-A, TSIIC - For muiai;ﬁn isi,ﬁ 8. Nos 436, 448, 441 & 458, Pﬁiepaﬂy ﬁf;iiaﬂﬂg

Jadcheria Mandal, Telangana State, 309301, India
; Micuespaxomxennsic | FOwit-V, baoex Vi V-A, TCIIC - Oopryneiiwn TE3, C. NeXNe 439, 440, 441 § 458, Hoaenansi Binenw, :
e Txagvepna Manana, Tenaurana Creiy, 509361 Tunia e e s
| Conclusion on confirmation of GMP Certificate No.: G"éﬁZ{}ZZ;’GMP i Vﬂhﬂﬁ} ; 98 02.30%4 ;
_ BueHoBoK o0 piaTeenaxensn ceprudikaty HBI Ne: : TEPMIH AT | o
; Analysis prﬂu{iure resulfs
; ?El}'ﬂ LTATH Hpﬂﬂﬂ,ﬂi‘}iiiﬂ EEEHJIE?
= - s WO s | — ; S
e No Test f Specification [Honverumi srend i
- Nes/n FIOKA3HMK SKOCTE | Release 7 ""Mmmifmm Shelf- f}f&- el Result /Peryauire
: se. ..
S T S Hpu eunyesy 1 Ha mepstiu npugamnoomi I T
} 1 Description White to off white, oval .‘}hi’ipud, bevel edged, biconvex | W biic oval shaped, bavel Ldbu’j biconves |
! film coated tablets debossed with “IU on vne side with | film coated tablets debossed with "H™ oy |
' score Hne and "L and '8 separated by a score line on the | one side with scere hne and L7 and 8

other side separated by a score ling on the other sude.

Onsg Binoro afo malke B811000 KOALODY OBanpHi, Assouyss, | BiRero  xoinopy  oBanuhki.  AsOOUYKM,
3 - BxpHT] BalEKOBOK0 000A0HKMIO TaBNeTin 31 CKOWGHOIO | BRPHYT HAIBKOBOI) 0GONCHKMG TadRETKR 3 .
3 | KPOMICOIO. 3 rpaBhioBanuaM T i PUCKOIO - 3 0aHoTo BOKY. | CROINSHOIO KPOMKOH), 3 ipaniiosanmsy H 1
i CLUES pozaineni proroto - 3 moro Boxy, nHCKDH - 3 oanoro foxy. LY, posainen
- puckero -simrwroBory. N

Hotero Labs Lid,

actorye S

N 430, 440 44T & 458 1SHC-Formulation SEz, Fowepaty V)

Jadcherta (W) Mahabubnagar (Dist] - S09301 INDIA
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METERO LABS LIMITED
(UNIT - V) SEZ (UNIT-1)

"Haters Corporae’, 7-2-42, industnat Tslates,

Serath Nagar, ByGarabad - 500 013, 1.5, INDIA
To| Q1-40-2R704S23/24/75, Fax 91-40-0370a326, 23714250,

@-111ak | Contaciheters.oomnn,

T T T Certificate Now | o o Page 2of4
3 .. | SSEFPR36OS637 o :
- Ceprugivar Xzt | Cropinal 3 4
3T fdentification | Release: §
2.1 1 By HPLC he retention time of (he major peak in the chromatogram of | The retention time of the major peak in i
ihe sample solition should correspond to that i the | the chromatogram  of the  sample |
i chromatogram of the standard solution, 2s obrained in the | solution comesponds 10 that in the
i Assay. chromatogram of the stundard solution, |
as oblained in the Assay. :
o 220 1 By UY The UV absorption spectrum of the sampic solution should | The UV absorption spectrum of the |
: cxhibit maxima only al the same wavelongths as that of a | sample solution exhibits maxima only at |
standard solution. the sarpe wavelengths ns that of 2
; standard sohiion.
; {Iacnrrdinauin IIpu guniyory! %
; Meron BEPX Uac yTDHMYBAIIES  DOJOBHGIO  HIXY  H&  XPOMETOIpami | Yue VITHMYBANES TOJOBHOTO MKy H4
; pUNpOBYRAROTD POTYHHY Mac BUIIORIETH HATY YTPHMYBRITHY ; XPOMATOIPaMi BMIIPODYBAROTD POSUHIY |
: FOROBHOIO NIKY B XPOMITOTREMI CTRHAAPTHOTS BO3YHAY, | BLINOBLAAL uacy VIPHMYHGHAA i
: GTPHMBROTO TIPH KiABKHHOMY BHIHAYER L POROBROCG  FIKY  Kd  XpoMaTorpami :
; CTRMEADTHOIY  DO3UHHY, OTPHMBHOIO
; FIPH KIRBRICHOMY BABHAUCHHE
Meron Y@ V@-criesTp HOUBHHAHNS BUTIpODYRAHOTO POSHMHHY nosuxen | Y @-Cuexip ROCAHNaE
| RpOSBANTH MAXCHMYMH npy TR ke Jomwudl xsuni, mo 1 sunpolyBanore  posuddy  nposslsc
; CTIERTY CTARAATHOIO POIYHHY. MEKCHMYMH NPH TIH K8 JOBKHEL SBUIL,
AR X 5 T v o HIO | THTKID CTaniapTiolg pesiingy,
.3 |Averape weight : Release AHlpu susiyenry |
5 8772 me =3 % } 877.97 mg
{epexns maca ¢ {830.88 myg ~ 903.52 my) T
| 87720 Mr £3 % 87797 wr
..... .. e (850882 - DOS2 My e | A T
4 iy¥ater content i
{By K} I Notmore then 3.5 % (m/m} i Notmore than 4.0% (in/my | 1.3 % ovm
 Batier somt | 3
__i{Meron K.@imepay | He Sigsme 3.5 % (/) = He Siasnre 4.0 % (i) 1.3 % wiu S
S %Bisw!atéqm : Not less than 80 % {(Q) of the labeled amount of Linezelid
: (CraH20FEN:04) is dissolved in 30 minutes, i 59 9
| Posuitsienn . He sentse 80% (Q) zasnrenore svicty JHnezoniay i e
. 1 ACsH2oFN; Os) pussianeThCA TROTATOM 30 X3, - ]
& Unifermity ; Release:!
of dosuge units : L1=15.0 on the first 10 tablsts weighed or #f greater than L1
Agceptance value (11} [ theo the value is less than er egual 10 L1 for 30 dosage units
- i total and no individual content of the dosage unit is Jess
g : than {1-L2 x 0.0DM nor more thag (1+E2 x GUO1IM in the
' calealation of acceptance value under ihe mass vanation.
} L Fipu aunvexy: 35
] Oanepipnicrs LI = 130 nag nepwnx ssawennx 10 mafacrox abo, axmo |~ :
§ RGIORAKUX DOHHHLL yuavesns [ Giasnie, i 30 402002HHX OHUNL KHILEBS
Thwfivasthie 4BCRo (1. 1) 3gavesss apuitMaiInHore wicas sMewmne ado sopisyior L i
; 1 FOAHINE HAHBINYATBHE BMICT B A030RARGT QUL HE MEHIH _
a1 - L2 % 0.00) M i me Ghpwe niw (P 12 = D.01) M| '
; Py oBuMeaeit  IpUiiMATEIOrO  YHCAS  POPAXYHKOBO- i
| e BATOBUM MUTBIOM - e N
7| Relded compounds E
Impurity-A Not more than §.20%m/m ivot meore than 8. 20%mim 5
Hmpurity-B Mot more than G.20%m/m Not morg than 8.20%0vm ;
Asmpurity-C Not more than 0.20%m/m Nat more than .20%mdm :
| _;Maximum sinple ;
| unspecified impurity Mot more than .17 Jon/m i Not more than 0.17 Sor/m

i E e
Total impuriics
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Hetero Labs Ltd.

Faciory 1 50O 4398, 440, 247 & 4543, TSu-Formulation SEZ, Polapalhy (V)

[E P

Naot more than 1.0%0vm Not more than §3%mym
He thnriie §.705%6 v/

He Dinnme $4.20% vy

He Hinsine $,20% aen
He Dlasme 0.20% M/

He Simnare 8.20% sim He Gianme 9.20% s/ne

e

Jadcheria (34, Mahagulsagar (Distl - BO330: INDIA

il

i He pusipreno

Higue MEKD (MEB - 0.010%0)
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S HETERO LABS LIMITED

- (UNIT - V) SEZ (UNIT-1)
?ﬁ? "Hetaro Corporata®, 7-2-A2, indusizial Betates,
: . Sanath Nagar, Myderabad - 500 Q18 15 iNDiA
s B B bl Tel w91 40-257048238/24725, max [ 91 40-237048926, 25714250,
fa anall contactiihetera.norm,
g "&
T R ) Certificate No.t | ., . Page 3 of4 |
. . S3EP23005837 : et enann T
Cepafinar No: o Cropinga 33 ﬁMMJ
HOMILTKA, b He Giapine 0,17% y/m He Siore 0,17% m/n 1 0.05 %6 M :
: {'yaa JOMULIOK He Stpwe 1.0% vmiim He Gumpme 1.5% sifst {106 Vo i o
B Assay:
Eack flim coated tablet
coniaing %
Linezohd g
(CraHzel'N;04), in mg | Not less than 570.00 and Not more than 630.00 595,43
. {%6) Lubeled amount ) Mot less than 95.0 and Not more than 105.0 942
!  Kiiniciene puznanennn
’ Kowena expuma E
L AAIRROG0IO OOOIOHKOK |
g HGEIL G MICHIURLL
; Minezoniay ‘
s {ChaHob N0, !
B  He menme 570,00 i He Ginpure 630,00 595.43 §
% Bin HOMIHAHLHOIO :
_ioamamemm - He menwe 23,0 1 se Sinsie 1030 o By N o |
S | Microbiological
examination
9.1 Microblal enumeration |
1es1s 5
L 0 1.1 {Total aerobic microbial
J count { TAMC): Not more than 1600 cho per . Lessthan @ cfuperg
P 9.1.2 | Total combined yeast
und molds count
i {TYMC): Mot miore than 100 cfu per g | Less than 10 cfu per g
4.2 | Test tor spevifted ; z
: Microorganisms: i
1 5,22 Eﬁi'cher;'ﬂ}:ia Coi Should be absentin 1 g Absent
Mikpotiiosoriuna
HHCTOTA
JAranLHE NUCED aopoGHKX
seirpaeprasias (TAMCY ) He Sinswe 1600 KYO/ Menme 1O KYO/F
Jaraipae 44cio 5
F ADDRIDROBIDC TA IHCCHE BItN
pudis (TYMC): L He Ginnpe 100 KY O/ Menme 10 KYO/r |
{ BunpofGysanks Ha oxpesti] 'E E
L mixpoepraniavisg ;
| Eschericiha coli | Mae Oyy sincyrin o | ¢ l BiscyTHa
|

Hetero Labs Lid.
Facrany  SNe 430, 440, 441 & 438, TSLC-Formuiation $27, Rawepoily [V,
Jadenerig M rMahabubnagar {2isth - SOS3R0T INDIA




METERC LARS LIMITED

(UNIT - V) SEZ (UNIT-1)

“Fleters Corporate’, 7-2-A2, industriai Bstatas,

Sanath Nagar, Hyderabaa - 500 038, 7.5 INDWA

Tol 9-40.- 23704873/ 24725, Fax 9140237045726, 237142535,

e-mail: contsct@helerocom,

.«:;3%‘%% ) i =
Certificntie No.: SSFPI3005037 | Page 40f4
| Copruginar oz | SSVOWIWT  © Cropinxad 2 &
. 10 | Identification |
| of colourant: | Kelease:
| Titaninm dioxide A pale vellow colour to orange colour sheuld develop A pale yellow colour 10 orange cotour
| unmediately, | develops mmnediately
| faenTudikauis |
2 SupBaHBRE fipu sunycxy: 1__
: THTauy Z1oKCuR Komip 812 WOKIOF0 10 OPaKeBor0 NOBHHECH NPOSBIATHCH KOoAip BiA WOBTOVS iU OPAHKCBOT D
B HEPARHO, ooy, NpesaseTyes werafiwe.
11 | Hardoess Not less than 130 Newtons. Min. 174.3 Newtons
Max.: 203.8 Newtons
Toepaicrs He senwe 130 Hpotom, Mimiryae 1743 Hoovon
e WO S — e p Magemvya: 203 8 Heoton
12 | # Breakability Release: |
i (Subdivision of Mot more than 1 individual mass is ovtside the limits of §3 Not more than b individual mass s
tablets) percent to 113 per cent of the average mass and no individual | outside the Iimits of 83 percentto 1135
mass 15 outside the Hmits of 75 per cent to 123 per cent ofthe | per cent of the average mass and no
IVETage mass, individual mass is outside the limits of
73 per cent to 123 per cent ot the
AVETAESe mass.
F3aarsicis a0 fipy sunyery:
POSAEMYBANHA 1o Gianie oguiel IDMMAYAIEHOT MaCH BHXOMTS 30 Mexd He Simsine oaiiel IHaMriAvansioel Macy
(noaiacuicTn B 3% no 1159% Cepenanol Macu Ta KOAMNA 1HNBIAYEIRHA BRNOAHTD 38 Me: 1L 85% uo 115%
TROHETOR) MACA HE BHXOGAXATS 33 Mexd 813 75% 1o 125% cepemnoro CEPEnHLol Mat T2 KORHA
3 MACH. BUBBLIYANLHA MACR HC BHAXOLHIS 38
| Mel Ria 72% no 125% cepeainory t
; Labeling Skould correspond to the requirements of MQC. Complies E
L e Mapsysangg | Tlospno SIATIOMIATH pumoray MICH, | PragIOGIAGE
| Packaging Should correspond to the requirements of MOC. Complies
| Darvssswy | Tosurage sianosiiao susorav MK Bignesiwe

! hereby certify that the abeve informaiion is authentic and accurate. This batch of product has been mannfactured, including packaging/ahbeling
and quality contro! ot the abovementioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the
specification available i vegistration dossier. The batch processing, packaging and analysis records were reviewed and found 1o be in compliance
with (AP,

Luse 1 pecqiouyvig, wo sagedena euwye In@opuoyia € docmosiprmo ma powneso. Lo cepho spodysyit Gvno eupoefiaens {sxaovaouu
HOKvSGHIAAIOPKYSUHER] MA RONMPOTs §T awocsti ng sutyesqaayenii eupobruyii dinpriitl nposedesc v noaii gionoeidnoemi 3 ausozas GMP,
RCBVHIGBIEHIAME JICY2GILG PEPVIEMOPHEM OPEGHUM, O HAKUNC SIORAGIOND 00 creyidivaull. o sicmumeer 6 peccempayiveosy oacne. Hpomoxoau
BUDGOHURINGE, NUKYGIHA M IATEZIE DYAO Nepezasinymo nid Gemanosieno qioncaicnicmy (G MP.

: Name | Srikanth Vundvala
Position of person autherising the batch release | 4oy OA

Ipizeume Hipikanx Byunssaa

Hocnna ocodi, mKa BHA2AA A03BLY HA BHEYCK cepil . _
AGHM - 04

Signature of person authovising the bateh release
Hignne ocodu, 9K BHAARR 403BII HE BHIYER cepii

A LT LT ren - _ AT RS e e aman

: | 'i}atf{}fsignature
- Hava nignucanna | 95.00.2023

Hetere Labs Ltd,
Faciory S0 4353 440, 441 & 458, TR Formulation SEY Bolenally (v,
Judcheriy (M), Mahabuoragar {Dist) - 509301 INDIA,
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AEPKABHA CJIYKBA 3 JHKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIU OBJACTI

npos. Ceitnnunoi Hanit, 3. m.Kuis, 02099, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon € IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKPaiHy JIKAPCHLKOI0 3ac00y

22.08.2023 Ne 36573/23/10

JIIHESOJII-I'ETEPO

(HafIMCHYBaHNA JIKAPCLKOro 3acoly 3riAHO 3 peecTpaiiiiiM MOCBILUCHHIM )
TADNETKH, BKPHTI MJ1iBKOBOI0 00010HKO010, 10 600 mr, no 10 Tadaerok y 6aicrepi, mo 1
0JiicTepy y KApTOHHIii KopoOui

((hopMa BHITYCKY, JO3YBaHHs, BH/L NAKYBAHHA J1iIKapCLKOIo 3acoly)
Homep pecerpauitinoro noceinuerns UA/16624/01/01 crpox ait peccrpatiiinoro nocginuenns 19.03.2024
Cepis mikapcbkoro 3acoty Ne LIN22007D KinbkicTs BBe3cHOIO Jlikapekkoro 3acoby 676

BupoGHHk ['eTepo J1ab3 Jlimiten, IHais

(HaliMCHYBaHHA BUPOOHHKA MKAPCLKOro 3aco0y, KpaiHa NOXO/KEH S )

Bseseno B Ykpainy TDBapHETBO 3 o0OMexkeH o1 BianoeiaaasHicTioO "TAMAPOKC
FOKPEUH JIIMITE/L", inenr. koa: 43687709

(Hafimenysanns Ta ko 3a CHAPHOY ropuanunoi ocodu abo npizsuiie, im'a. 1o Garbkosi Giznunoi
0cobM - numpuemiLE, il MICLUE NPOKHBAHHA Ta peccTpauifinui noMep oOIIKOBOT KAPTKH MNATHHKA
NoAaTKIB abo cepls Ta HOMEp nacnopTa)

[porokoa Bisyanabhoro kontpoaio sia 26.07.2023 Ne 2300/1.
Jlaboparopuuii aHani3 IKOCTI AIKAPCLKOro 3aco0y 3iHCHeH M

JUIT "LienTpansna nabopatopis 3 aHanizy sKOCTi JiKapCbKUX 3aco0iB 1 MEAHUHOT MPOAYKLLT"
(M.Kuis, Byn. Kyapssceka 10r m.Kuis, Byn. Kyapsiscbka 8B Kuiscbka o6nacts, ¢. Hosi [lerpisui,
BYJI. [BaHa ®paHka, 19)

(HaliMEHYBaHHS T MICLIE3HAXOJUKCHHs 1ab0paTopii, 1110 nposeia 1adopaTopPHHI aHaI3 AKOCT)
BUCHOBOK 111010 SKOCTI JlikapchLKoro 3acoby., suaanuit nadoparopicto pin 21.08.2023 Neo 1428

Pesynpraru 1abopaTopHoro aHaizy sKoCTi Jlikapebkoro 3aco0y 3a NepeBipeHUMH MOKa3HHKaMy BINIOBLIAIOTH
BUMOI'aM METOIB KOHTPOJIIO AKOCTI (@HATITHYHO-HOPMATHBHOT JJOKYMEHTAILiT).

32 pesyibTaraMM  JIEPKABHOrO  KOHTPOJIO  BCTAHOBJIGHO, IO Jlikapebkuit  3aci®  Beeseno B Ykpaiuy 3

AOTPHMAHHHAM BUMOI 3aK0N0/1aBCTBA 1110710 3a0¢311EUCHHS SKOCTI J1iKapehbkux 3aco0iB.
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SacTynHMK HauabHIKa BITALTY Jlepkashol i A
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