JAEKJIAPAIIUSL O COOTBETCTBUM

NEKJIAPAHT, MTPHHUMAIOINMH AEKJAPAITUIO O COOTBETCTBHH

AQ "ThaxcoCmumKnsin Tpetiourn2"

Ceedenua o pezucmpayuu opeanuzayuu: Mexcpaiionnas uncnexyun Pedepanvroti nanozoeou cayxuchur Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadcxuii npocneim, 0. 374, xopnyc 4, amaoic 3, nom. XV, komuwama 1.
Tenegpon:8(495)777-89-00.

B auye: I'enepanvmoiii oupexmop [ybsnckuii Onez

Hosepennoe nuyo: Kysneyos A.A., doeepennocme 18-09.08.2019 om 09.08.2019 2.

3ASIBJASET, YTO

nexapcmeennoe cpedemeo: Junnam, 2paryist OXR NPUZOMOGAEHUA CYCRENIUU ONR npueMa enympe 125 m2/5 ma,
hnaxonsr memnozo cmexna (1)/8 koMniexme ¢ MepHuIM CIIAKAHOM, MEPHOU K0XCKOU/, nayxu kapmonnsie, PY Ne 11
NOO8779 om 28.06.2010 (dama samenvr 10.11.2017) swidano 340 "ThaxcoCvumKaaiin Tpeiiounz", cepus AS2R,
napmus 18258 ynarxogox, 2oden do 31.08.2021, npouseodcmea Iaxco Onepsiiuenc Beruxobpumanus JTumumeo,
Benuxobpumanus, Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United
Kingdom, kod OKII/2 21.20.10.191, xod TH B3J] 3004200002, Jucmpubviomop. coanawenue 6/u ont
01.01.2013, unsotic Ne 4205287533 om 17.09.2019

COOTBETCTBYET TPEBOBAHUAM

IT N008779-101117

JEKJIAPAITUSA ITPUHSITA HA OCHOBAHUH

npomoxon uchwimanuit Ne 5948m om 10.10.2019 HJI OO0 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI140, Cepmugpuxam POCC GB.®PM08.C50853 om 11.10.2019

ﬁEHCTBHTEJII)HA RO 31. 08 2021
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CBEJIEUMSI O PEFHCTPAIIUH

OPI'AH IIO CEPTU®HKAIIUH, 3APETHCTPUPOBABIIHN JEKJTAPAITHIO

RA.RU.11®MO8 OPTAH 110 CEPTH®HKALIHH ITPONYKIIHH OFLJECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYKHOH [[EHTP KOHTPOJISI KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no

cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepiosa, 0. 4, am. 3., men.:(495)788-02-88, seb-

catim: OyKK.pQ.

I{EKJIAPA]]:I/HI O COOTBETCTBUM 3APEI'ACTPHPOBAHA A2 POCC RU JI-GB. ®M08.A.40095/19
PE CEPALTUH 11.10.2019

{ ng}f Hunenko H.b.

MOANKCh Pyxkosoautens OC
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Material Description: ZINNAT SUSP 125MG/5ML 50ML RU-GSK

Onucaxue maTepuana 3UHHAT®, rpaHynbl ANA NPUFOTOBNEHUA CYCNEH3UN ANa npuema BHyTpb, 125 mriSmn

Material Number: 10000000027049 Package size | type: 50 mL Bottle

Homep maTepuana: 10000000027049 Pa3amep / TUn ynaxoBKu dnaroH 50 Mn

Product Name: Zinnat Strength: 128 mg/smL

HaumeHoBauue ToBapa: 3uHHaT Hoauposka: 125 mr/5mn

Dosage Form: Granules for oral suspension

Nexapcraenxas popma:  [paHynbl 4N\ NPUIOTOBNEHWUA CYCMEH3NKM ANA NPUEMa BHYTPL

Marketing Authorisation Number: [ NO08779

Homep pervcrpauuonHoro yaocrosepenna  [1NO08779

Manufacturing Authorisation Number: MiA4

Homep paspelieHuns Ha NPON3IBOACTBO MiA4

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

Homep GMFP ceptudmkaTa Npovu3BofUTens: GMP/IMP 4/3848

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

Castle, Durham, DL12 80T, United Kingdom
[nowaaka NpoUsBOACTEA, YNAKOBKW U KOHTRONS 'nakco Onepaiiluenc BenukoBputanua JTuMuTed .,
Kkavectea BenukoGputaHus $Fe0 OFF

| hereby certify that the information provided within this certificate is authentic and accurate. ;L'-

HacToawum NoATBEPKAAI0, YTO MHG(OPMALMRA, NPEACTaBNEHHaR B STOM CepTudukare, sxaniiie;¢
TOMHOMW BT

| hereby certify that all the manufacturing stages of this batch of finished product has been maf%f’an;ﬁ{(eaﬁnbfq i
packaging/labelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP réquirsimen
of the EU and the local Regulatory Authority with the specifications in the Marketing Autherisation of ‘tha-impofting
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.,

HacTosi MM NoATEEMIAlo, YTO BCE aTankl NPOM3BOACTEa AaHHON cepuit TOTOBORC NPOAYKTE, BKNIOYas onepauum no
yNaKoBKe/MapKMPOBKE U KOHTPONb KaYecTsa, Ha BLILLEYNoMSHYTOM NPOUSBOACTBEHHOI nnouaake Ouinn nposeseHs!
B NOMHOM COOTBETCTEMM C TpeBoaaHuAMM GMP EBpoOneiickoro coiosa, NoKanbHeIMY perynaTopHbimMy TpeGosaHnamu
u TpebosaruAMi CNeundnKaLIMN PErncTPaUMOHHCrO YAOCTOBEPEHUA CTPaHbEI HasHajeHWA. 3anucy, oTHOCALYMECS K
NpOU3BOACTBEHHOMY NPOLECCY, YNAKOBKE U TECTUPOBAHNIO CEPUH, Bbinu NpoBepeHs! ¥ COOTBETCTBYIOT TReGoBaHMAM
GMP.
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All investigations, if any, pertaining to the batch (including deviation, pianned changes and/or temperature deviations)
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have been recorded and completed to a sufficient level to support certification.

Bee paccnefoBaHung, €Cny Takosble WMEIOTCs, OTHOCSILLMECH K Cepuu (Bi(ﬂ!{)‘-!aﬂ OTKNOHEeHUR, 3anhaHupoBaHHbie

V3MEHEHWA U / UK TemnepaTypHbIe OTKNOHEHUs), Oblny 3aperncTpupoBaHbl W 3asepileHbl 40 YPOBHS, 4OCTATOMHOMO

ANA NOATBEPIAEHNA CERTUDMKaLNY.

APl name: Cefuroxime
Haumenosanue hapmalesTryecKolh cyGcTaHunm:

Ledypokcum

AP| manufacturer:  Glaxo Operations UK Limited, United Kingdom
Mpoussogurens cyGeraduuu:  Tnakco OnepaittieHc BenukoBputaHus Niumutes, BenukoBpuranus
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Lot/Batch: ABZR Date of Expiry: 31-08-2021
Tlor | Cepusi: Fogex po:
Date of Manufacture: 04-08-2019
[Oara npousBoacTea:
Importing Country:  Russia
Crpana-umnoprep:  Poccus
Description Specification Results
MNMoxaszatens Cneunduraums PesynbTaTthl
White to off-white granules having
irregular form, different size but not more
i than 3 mm.
Appeareryos (Visugl At dilution white to light-yellow pajee
suspension with characteristic fruit odour
is formed
Mpanyns o Genore go nouty 6enoro
LBETa, UMelolne HenpasunbHyio
dopmy, pasnuuHsi paaMep, Ho He
. Gonee 3 M.
Onucatue (opraHonenTrieckuil) CoorseTcTayeT

Mpu paseegeHunn oBpasyercs
cycrnieHaus ot Genoro Ao CBETO-
ENTOro UBETa C XapakTepHbIM
hpyKTOBLIM 3anaxom.

Identification (UV Spectrophotometry)

UV-spectra of cefuroxime axetil test
solution and standard solution in the
range of 230 to 320 nm should have
absorption maxima near 276 nm + 2 nm

MoanuHHoCTh (Y®-cnekrpochoToMeTpus)

YO-cnekTpsbl NOrNoWEeHns NenbliTyeMoro
1 CTaHAPTHOro PacTBOPOB
uedypokcuma akceTuna s obnactu ot
230 po 320 HM JOMKHbl UMETD
MaKcumyMs! nornowienns sbnuan
(27622) Hm.

%\h

Coorse*rcm?‘%
Ty

pH Ph.Eur. 3.5t565 49
pH Eap.®apm. 350055 4,9
Water content (by Karl Fischer) Ph.Eur. % | Not more than 0.2 % 0.1
Boaa (no K. duwepy) Esp.dapm. % He 6onee 0,2 % 0,1
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Description Specification Results
lNokasartesik Cneuudukanun PesyneTathi
]
Resuspension time should be not more | This parameter is controlled
Sedimentation stability than 1 min, no sign of sedimentation in the Russian Federation
should be observed within 2-3 minutes. | territory.
Bpems pecycneHinposaHua QOmiHo [aHHel# nokasaTtens
GbiTh He Gonee 1 MUH, HUKaKNX KOHTPONUPYETCS Ha
CennmeHTaLMONHaA YCTORYUBOCTE NPUSHAKOR CeAMMEHTALIMM HE LOMKHO TeppuTopul Poccuickoi
HabnioAaThca B TedeHne 2-3 MUH, $egeparium,

Not less than 60% (Q) of label claim

after 30 minutes 93

Dissolution (UV) %

SR R R

He meree 60% (Q) oT 3anBneHHoro 93

PacTaopetiue (YP)% copepmanus yepes 30 MuH.

Related substances (HPLC) - Cefuroxime This parameter s controlled

Impurity % Not more than 1.0 % itgrtrr;tigussian Federation
[axHbIA nokasatens P
Poacraenus Toecn GH0 = | He sones 10% o | ||
degepauni. /
Related substances (HPLC) - defta-2- Not more than 2.0 % ;h::l: grl?srgza;s r;z;grr;ttriglrl]ed
isomers of cefuroxime axetil % ’ territory.

[anrsil nokasaTens
KOHTPONUPYETCH Ha
Tepputopun Poccuitckoi

PopcteeHHtie nprmeck (BEXKX) -
AenbTa-2-u3oMepsl Ledypokcuma He Gonee 2,0 %
akcetuna,%

Pepeparuu.
i This parameter is controlied =
Related substances (HPLC) - anti-isomers i L :
of cefuroxime axetil % Not more than 1.5 % 12 ;!;;Sus&an;g&sr_ﬁi% >
[amHbiii noa:;j’aaféﬁﬁ &
Pogcreettbie npumeci (BIXX) - He Bones 1.5 % koHTpORUpySTeR A o
aHTMM3OMEPL! Uedypokeuma akceTuna, % ! Tepputopuy PoccuickoR”
’ deaepaunm. o\
| This parameter i eopfrotied
Related s;ubstances {HPLC) - Any other Not more than 0.2 % it o P e =
i territory. S

[anHbill nokasatens
PoncteeHHbie npumecy (BIMKX) — niobasi o KOHTPOMWUPYETCH Ha
npyras npumecs, % He Gonea 0.2 % TeppuTopun Poccuiickoi

depnepaciun.
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Description Specification Results
Mokazarenes Crneyundmranius PeaynbraTh!

Related substances (HPLC) - Total
impurities %

Not more than 3.5 %

This parameter is controlled
in the Russian Federation
territory.

PopcreenHeie npumeck (BEMKX) — cymma
npumecein, %

He Bonee 3,56 %

[anHbii nokasartens
KOHTPORUPYETCH Ha
Tepputopun Poccniickol
depepaui,

Fill weight (Uniformity of weight, as %

Average weight of bottle content: 98 -

target) 102 % of target weight, 100

CpefHns Macca COASmKUMOoro
OpHopogHOCTL Macchl ¢hnakoHa: 98-102 % ot sanBneHHoi 100

Macchl.
Fill weight RSD % RSD not greater than 3.0 % 0.9
OpHOPOJHOCTL Maccel (0THOCUTENBHOE OTHOCUTENBHOE CTaHAaPTHEE 0.9
cTaHpapTHoe oTknoHexne), % oTknoHeHwe He Gonee 3,0% !
Deliverable volume Ph.Eur. Not fess than 50 mL Complies
Wasneraemsiit cGuem, Ep.Papm. He meHee 50 Mn CooTeeTcTayeT

Micrebiological purity

Category 3A

This parameter is controlled
in the Russian Federation
territory.

MukpoBuonorudeckas YucToTa

Kareropus 3A

[aHHblil nokazaTesnb
KOHTPOMNMPYETCA Ha
TeppuTepuit Poccuiickol

Assay (UV) cefuroxime content mg/SmL

112.5 to 137.5 mg/SmL

depepaumi. o
125.0 23

KonudecTeeHHOe onpefeneHue

Lechypokcuma, mr/ 5 wir Or112,500137,5 Mr/ 5 mn 125,0
Assay (UV) cefuroxime content %LC 90 to 110 %LC 100
KonudecTBeHHOE onpenenekne OT90 80 110 % 100

uedyporcuma, %
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Qualified Person
YnonHomoyeHHoe nuLo

Signature
Mognuce

\M\\DQ&
e _MDRIEL LORRETN

s 0S SOPNY.




