AEKJTAPAIINS O COOTBETCTBUHA

JEKJIAPAHT, IPHHUMATOIIHAA AEKTAPAITAIO O COOTBETCTBHM

AO "TharxcoCaumKnsiin Tpeitdunz"

Ceedenua o pezucmpayuu opzanusayuu: Meocpaiionnan uncnexyun Pedeparvnion narozosoil cayxchor Ne 46 no
2 Mocxge 01.01.2008, OI'PH 1027739011486, dama npuceoenus OT'PH 24.07.2002.

Adpec: 125167, . Mocxsa, Jenunzpadckuit npocnexm, 0. 374, xopnye 4, amaxe 3, non. XV, xosnama 1.
Teneghon. 8§(495)777-89-00,

B auye: lNenepansnmi dupexmop Jybarcrui Onez

Hosepennoe muyo: Kysneyos A.A., dogepennocme 18-09.08.2019 om 09.08.2019 2.

3AABIAET, YHTO

nexapcmeennoe cpedcmao: Sunnam, mabnemxu noxprimeie nienouHol obonoyxot 250 mz 10 wm., ynaxoexu
Avetirogsie xoumyprute (1), navru xapmownnsie, PY Ne IT NO15531/01 om 06.03.2009 (éama 3avernn
06.09.2018) evidaro 340 "ThaxcoCvumKnaiin Tpedoun2”, cepun FU4U, napmusa 62870 ynaxoeok, z0deH do
31.08.2022, npouzgoocmea Iaxco Onepsiiwenc Benuxobpumarnua JTuvumed, Beruxofpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8§DT, United Kingdom, xod OKII[]2
21.20.10.191, koo TH B2 3004200002, Jucmpubeiomop. coznauenue 6/ om 01.01.2013, unsoiic Ne
4205290393 om 03.10.2019

COOTBETCTBYET TPEEOBAHH fIM

IT NO15331/01-060918

JEKTAPAITHS IPHHNTA HA OCHOBAHHHU

npomoion ucrnermanuti Ne 773350 om 25.11.2019 HT OO0 HI] "@APMOFOPOHA", ammecmam
arxpedumayuu POCC RU.0001.21 @140, Cepmugpuram POCC GB, OM08.C55910 am 26.11.2019
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CBEﬁQém;I O PETUCTPAITUHA

OPTAH I10 CEPTHOHKATAH, 3APETHCTPUPOBABINMH JEKIAPAITUEO 3
RA.RU.11OMO8 OPIAH O CEFPTHOHKAITHH TPOTYKITHMH OFHECTBO C O PAHHYEHHQH
 OTBETCTBEHHOCTEIO) “"OKPYXKHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanwsayuu: 115280, 2 Mocxea, yn. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opeara no
cepmupuxayuu: 115280, POCCHA, zopod Mocksa, yn. Macmepkosa, 0. 4, am. 5., men..(495)788-02-88, seb-
cagim: oyxkx.pe.

,IIEI{J[APA]IHH O COOTBETCTBHU 3APETHCTPHPOBAHA A2 POCC RU J-GB. MO8 A

: 26.11.2019 Ao

; ofc\a oo
B
LAY Iunesro FLEB. A

TTOATIHCE PyxoromaTens OC

UEHTP KOHTPONR

Gp. fﬁﬁﬂd




lssued by:
Bwigan

GlaxeSmithKline
Harmire Reoad
BARNARD CASTLE

Durham DL12 80T o

UNITED KINGDOM ; ' i S ; E

Tel: +44{0)1833 6206800  Fax +44(0)1833 652300 Certificate Date Certificate Number
[ata cepTuthukata  Howmep ceprucbuniara
25-SEP-2019 BCC_0000001606
Page/CTp 1 offus &

Material Description: ZINNAT TABLETS 250MG X 10 RU-GSK

OnucaHue MaTepuana 3urHaT®, TaONETKY, NOKPbLITEIE nriesoyHoi cSoneyxo, 250 Mr

Material Number: 1304857 Package size / type: Tablet x 10 Pack

Howmep maTepuana; 13048567 Paamep | Tun ynawoeiy 10 7a0NETOK B yNarOBKe

Product Name: Zinnat Strength: 250 mg

HaumeHogaHUe ToBapa: 3uHKaT Dosupoeka: 250 mr

Dosage Form: Film-coated tabiets

NexapcTBenHas popma:  TabneTkh, NOKPLITHIE nnexouHoi obonoYKon

Marketing Authorisation Number: 1 N015531/01

Homep perucTpaLnoHHoro yaoCTOBEpeHus 1 NO15531/01

Manufacturing Authorisation Number: MiA4

Homep pa3speleHns Ha NPOU3BOACTED MiA4

Manufacturer's GMP Certificate Number: GMP/IMP 4/3848

Homep GMP cepTudiMkaTa Npou3BcAnTENS: GMP/IMP 4/3848

Site of Manufacture, Packaging and Quality Control: Glaxo Operations UK Limited, Harmire Road, Barnard

Castle, Durham, DL12 80T, United Kingdom
MrowaaKa npovIBOACTES, YNAKoEK) X ROHTPCHA Tnakco Onepaiituetic Benurobpuranna NumuTed,
Ka4ecTBa. BenukoBpuTaHus

| hereby certify that the information provided within this certificate is authentic and accurate.

HzcToslluM NOATEEPIAZI0, YT uHcbopMaLus, MPEACTEENEHHER 8 STaM CEPTULUKATE, ABNRETCH [LOCTOREPHOW W
TOoYHOW

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, inciuding
packaging/labelling and Quality Control at the aboye-mentioned site(s) in full compliance with the GMP requirements
of the EU and the local Regulatory Authority with the specifications in the Marketing Authorisation of the imperting

country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

HacToslum NoATBEKASIO, YTO BCE ETahbi NPOV3EOACTES AGHHOW Cepiv rOTOBArD APOAYICTE, BIIKOMaR onepaLun no
ynaKoBKe/ MapkipOBKE W KOHTRONS KayecTEa, Ha BhieynamMsiHYToNA NpOK3B0ACTBEHHOR NnoLanke Bkinn npoeegeHel
& nonHOM COOTEETCTBUN C TpeBosarnsmy GMP Esponefickoro coi03a, NaKankHbIMA perynaTopHsivg TpeSosannamMu
1 TpeBosaHnAMI cneundukaLmn pPerueTRaUMoHHOrO YACCTOBEPEHNA CTREHE!
NPOM3ECACTEEHHOMY Npoueccy, YNakoske W TECTUPOBEHWIO CEpUM, Bbinu NpoBeperkl i COOTEETCTEYIOT Tpeoe
GMP, Y
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All investigations, if any, pertaining to the batch {including deviation, planned changes and/for temperature deviations)
have been recorded and completed to a sufficient level to support certification.

Bce paccnefoBaHis, ecnu Takosele WMEOTCH, CTHOCHLNECH K cepuu (BKICYas OTKMOHEHWS, 2annaHnposaHHbe
A3MEHEHMS 1 / MMM TEMNEPATYPHEIE OTKIOHEHIS), BHINU 38peruCTPUPORaHE] 1 33BEPLLEHSI AC YPOBHS, A0CTATAHHOM

L715 NOOTBEPKAEHNS CERTUGMIALMA.

APl name: Cefuraxime
HaumerosaHue hapmailesTudeckon cyGeTanLim: Lledbyporcum

APl manufacturer:  Glaxo Operations UK Limited, United Kingdom
Mpowasogurent cyBerahyun:  [nakeo OnepaiiweHc BennkeBputanns fiumuTes, BenukobpuTadus
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Lot/Batch: FU4uU Date of Expiry: 31-08-2022
NoTt / Cepun: FogeH go:
Date of Manufacture: 14-08-2019
Jata npouagoacTBa:
Importing Gountry:  Russia
CrpaHa-umnopTep:  Pocous
Description Specification Restlts
MNMokazaTens Cneundinkagua PeaynbTaTh!
Film-coated tablets, 125 mg: oval,
. biconvex, white to off-white, fiim-coatsd -
Appearance (Visual) tablets with "GX EST" engraved on one Complies
side.
TaGneTky csansHol Gopmsl,
) LEQAKOBLINYITIBIE, MOKPEITHIE
OnUcaHue (BMayanbHEIR) nneHouHel ofonoyKoi, oT Bencro Ao CooTeETCTRYET

noyTv Benoro UBETE, C OfHOW CTOROHLI
(OTODLIX Ebirpasuposano «GX ES7».

Appesrance (Visual)

White to off-white core on the cross-
section.

This parameter is controlled
in the Russian Federation
territory.

Onvicarue (BUsyansHbIH)

Ha nonepevyHoM paspese aapo o1
Eenaro ao noyty Benore UseTa.

[aHHbii noxasaTerb
KOHTPOMWPYSTCS Ha
TeppuTopui Poccuiickoi
Pegepaluin.

Identification (HPLC)

The retention times of two main peaks
on the chromatagram of test sclution
prepared for assay should comply with
the retention times of twa main peaks on
the chrematogram of cefuraxime axetil

standard soiution.

Complies

MoansHocTs (BEMX)

Bpems YASDIMBEHWA ABYX QCHOBHBIX
MUKOB Ha XPOMATOrpaMME UCTbITYEMOro
pacTEOPAE, PUrOTOBNEHHOMD A4NA
weneiTakns «l{onuyecTeerHoe
Onpeaenernes LOmiHo
COOTBETCTEQBETL BpEMEHU
VAEPHMBSEHWS [1BYX OCHOBHEIX MTUKOB Ha
XpoMaTorpaMme CTeHASPTHOM
pacTeopa Uedyporcuma arceThna.
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Description Specification Results
MokazaTene Cneuuduralmn PezynbTaThl
. ; i Complies with Ph.Eur. standards for :
Uniformity of weight inrted Rt Complies
B cooTeeTeTanm ¢ EBp.®. ans .
OLHOROAHOCTD MECChHI HENCKPLITEIX TAGETOK CooTseTcTeyeT
Dissolution (UV) &t 15 minutes %LC Not less than 60 % LC at 15 minuites 86
) He meHee 80 % (X) uepes 18 MurH OT
Ea':qeﬁo E;Tia{ic?, /CHEWPOCPOTGMETPW{) 3aABNEHHOr0 COAepIkaHNs ' 86
; eG4 LechypoKcHMa
Dissalution (UV) at 45 minutes %LC Not less than 75 % LC at 45 minutes g5
He Menee 75 % (X) uepes 45 Muks oT
PacTeopeHie (Y$-CrnekTpodoToMETpUA) ABSANEHHOMD CORBHKRARIN 95

npn 45 MunyTax%

LedypoKkcuma

Related Substances (HPLC) - E-{somers
%

E-isomers — not mare than 1.5%

Would comply if tested

PoacTeeHBbIe npumecy (BEHX) E-
n3omepoE, %

He Bonee 1,5 %

BygeT CooTEETCTEOEETD,
£CAUW NpoBepeHe

Related Substances (HPLC) - A¥-isomers

%

Not more than 2.0 %

Would comply if tested

PoacTeesptie npumecy (BSMX) A%-
usomepos, %

He Gonee 2,0 %

ByneT COOTEETCTEBOEATE,
eCcni MposEpPeHo

Related Substances (HPLC) - Any other
related impurity %

Mot morethan 1.0 %;

Would camply if tested

PopcteesHsie npumech (BEKX) moton
[pYTolt epuHHoR npuMect, %

He Gonee 1,0 %

ByfeT cooTBETCTEOEETh,
ECnK MPOBEREHO

Related Substances (HFLC) - Total
impurities %

Not more than 3.5 %

Would camply if tested

PogacTeerHble npumec (BIMKX) cymma
npumeced, %

He Bonee 3,5 %

ByaeT CaoTBETCTBOBETY,
€CNnv NpoBEepEHD

Water (by Karl Fisher) % wiw

Not more than 1.5

0.6

Bopa (meTonom K. dnwepa) %

He Gones 1,5 %

0,5
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Description Specification Results
MNorasarens Cneundurayus PeaynbTaTk!

Microbiological Purity

Categary 3A

This parameter is controlied
in the Russian Federation
territory.

MuKkpoSHanoruyecKss YueTaTa

ateropus 3A

[OanHeif nokazarens
KOHTROMUPYETCS Ha
TEpPUTOPIK Poccuiickon
Qenepauni.

: ‘-“Uniformity of dosage Unit

According to requirements Rus.Ph. XIli

This parameter Is contralled
in the Russian Federation
territary.

OZHOpOAHOCTE A03NPOBEHIA

B cooTeeTcTBUM C TReGosaHuamy I
X

[aHHblR nokasaTenb
KOHTPONWPYETGCA Ha
TeppuTORUK Poccuiicikon
$epepayun.

Cefuroxime content (by HPLC) % LG 95.0 to 105.0 100.3
[KonusecTeeHHOE Cnpegenesue E
Ledyparcuma (MeTonom BINXK) % ot O7 95,0 go 105,0% 100,83

3asBNeHHoro Coaepi@EHna

Qualified Person
YnonHemouetHos nuLe

e A
el MARIE WOARREN
Fras Ol 014
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