JEKJIAPAITASI O COOTBETCTBUU

AEKJAPAHT, IPHHUMAIIOIIUNA JEKJIAPALIMIO O COOTBETCTBUH

AO "ThaxcoCxumKnniin Tpetidunz"

Ceedenusn o pecucmpayuu opeanusayuu: Meocpaiionnan uncnexyusn edepansHoll Hanozosou cayacon Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocksa, denunzpadcruii npocnexm, 0. 374, xopnye 4, smadxc 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanouorii dupexmop Jybanciuii Onez

Losepennoe mujo: Kyzneyoe A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 2.

3AABJISIET, UTO

REKAPCMBEHHOE CPEOCMEO: SUHRAM, ZPAHYNLL 0N NPUZOMOENEHUS. CYCHen3tY O npuema enympe 125 m2/5 mn,
haaxouv memnozo cmexna (1)/a xomnaexme ¢ mepueim cmaxarom, MEPHOU A0ACKOU/, nayuKu kapmonwsie, PY No IT
NOO8779 om 28.06.2010 (dama samenwi 10.11.2017) swidano 340 "ThaxcoCrumFasim Tpeiiounz”, cepus BH2FE,
napmus 18326 ynaxosor, 20den do 30.06.2021, npouzsodcmea Inaxco Onepainuenc Benuxobpumanus JTumumeo,
Benuxobpumanus, Glaxo Operations UK Limited, Harmire Road, Barnard Castle, Durham, DLI12 8DT, United
Kingdom, koo OKIT/2 21.20.10.191, kod TH B3J] 3004200002, Hucmpubsiomop. coenauienue 6/4 om
01.01.2013, unsotic Ne 4205287533 om 17.09.2019

COOTBETCTBYET TPEBOBAHUSIM
1T N008779-101117

AEKJAPATTHA NIPHHSITA HA OCHOBAHUH
npomokon ucnsimanui Ne 5953m om 10.10.2019 HJT OO0 HI] "PAPMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC GB.PMOS.C50858 om 11.10.2019

JATA TIPHHATHSA JEKJIAPALIAH 17.10.2019
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CBEJIEHUS O PETHUCTPAIIHHA

OPIrAH IO CEPTHOHKALIMH, 3APETHCTPUPOBABIIUI AEKJAPAITHIO

RA.RU.11OMO8 OPIAH 1O CEPTHPHKAIIHH TPONYKI[HH OBI[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYKHOH LEHTP KOHTPOJIS KAYECTBRA"

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom, I, kom. 1, aopec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockaa, ya. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, geb-
caiim: oyxx.p.
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GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT

UNITED KINGDOM
Tel,  +44(0)1833 690600

Material Description:
Onucaxue maTepuana
Material Number:
Homep matepuana:
Product Name:
HaumenoBaHwue ToBapa:
Dosage Form:
Nerapersexnnan thopma:

:'Cert'lﬁcé_te.‘;;'_f Angﬂys}g;f; - f' :
Ceptudpukar ananmaa

Certificate Date Certificate Number
[Hara cepruchukara Homep ceprucbukara

05-8EP-2019 BCC_0000001544

Fax: +44(0)1833 692300
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ZINNAT SUSP 125MG/EML 50ML RU-GSK
3uHHaT®, rpadynbl 4NA NPUIOTOBAEHUS CYCNEHauh AN Npuema sHyTpb, 125 Mr/5mn

10000000027048 Package size / type: 50 mL Bottle
10000000027049 Pazmep / TN ynakoBgu dbriakoH 50 mn
Zinpat Strength; 125 mg/SmL
3uknaT Hoauposka: 125 mr/5mn

Granules for oral suspension
paHynbl ANsS NPUrOTOBABHWSA CYCNEH3NK ANA NPUEeMa BHYTPb

Marketing Authorisation Number: M NOQ8779
Homep perucTpalmoHHoro ynocrosepernus: 1 NOO8B779

Manufacturing Authorisation Number: MIA4
Homep paspeweHns Ha NPOU3BOLCTEO MIA4
Manufacturer's GMP Certificate Number: GMP/IMP 4/3848
Homep GMP ceprtudhurara nponzsogurens: GMP/IMP 4/3848

Glaxo Operations UK Limited, Harmire Road, Barnard
Castle, Durham, DL12 8DT, United Kingdom

nakco Onepsitwenc BenukoOputanusg Numutes,
Benuiobputarus

Site of Manufacture, Packaging and Quality Control:

Mnotaaka npousscacTBa, YNakosku W KOHTPOSs
Kauecraa:

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

HacToswuM NoaTBEPMAAID, YTO UHDOPMaLUA, NPeacTaBNeHHas B 3TOM cepTuduiare, sIBNRETCS AOCTOREPHON| W
TOMHOM

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling and Quality Control at the above-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 importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

HaCTOHMMM NOATEEMKOAI0, YTO BCE 3Tanbl NPOU3BOACTEa AaHHOﬁ Cepuu roTeBOro NPOAYKTa, BIKNYan onepatii no
ynakoske/MapiMpoBsKe W KOHTPONb Ka4ecTBa, Ha BhILLEYNOMAHYTON NPOWU3BOACTBERHOR nnolaske Buiny nposeaeHs!
B NOMHOM COOTBETCTBUU ¢ TpebosaHuamn GMP Esponelickoro colosa, nokanbHbiMit perynsTopHbiMyu TpeGosannsmin
¥ TpefoBaHuAMK cneuuduKaLuy PEricTpaLoHHOre YACCTOBEPEHWA CTPaHBI HasHavYeHus, 3anucu, OTHOCALLMECR K
NpoK3BOACTBEHHOMY Npoueccy, ynakoske i TECTUPDOBAHWKD CEPUN, Gbinu npoBepeHts!l U COOTBETCTBYIOT TpeﬁUBaHMﬁM
GMP. o
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Al investigations, if any, pertaining to the batch (including deviation, planned changes and/or temperature deviations)
have been recarded and completed to a sufficient level to support certification.

Bce paccnenoBaHusi, €Cnu TakoBble UMEIOTCS, OTHOCALLMECS K Cepui (BKMIOYEN OTKNOHEHUS, 3anNanNpoBaHHbIe
M3MEHEHUs W / NNk TEeMNEpaTypHbLIE OTKNOHEHWR), Gbink 3aperncTpUpoBaHb! i 3aBEpLLEHbB! 40 YPOBHS, OCTATOMHOIO
ANA noaTeepiaeHns cepTudnkaumu,

APl name: Cefuroxime
HaumeHosakue dapmauesTiyeckoli cyberanumu:  Liedypokeum

APl manufacturer;  Glaxo Operations UK Limited, United Kingdom
Mpowasoanrens cybctanuny:  Trakco Onepsitluenc BenvkoGpurtanua Nlnmuren, BenuweBputanua
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Lot/Batch: BH2F Date of Explry: 30-06-2021
JloT | Cepusi: Fopewn po:
Date of Manufacture: 19-06-2019
Dara npouasoacrea:
Importing Country:  Russia
Crpana-umnoprep:  Poccus
Description Specification Results
Mokazarens Cneundpmraums PesyneTarthbi
White to off-white granules having
irregular form, different size but not more
Appearance (Visual) AR S e, Complies
a At dilution white to light-yellow P
suspension with characteristic fruit odour
is formed
Ipanynei ot 6enoro Ao noytk Genoro
LBETE, UMEIOLYME HENPABUILHYIO
chopmy, pasnuyHelii pasmep, Ho He
" Bonee 3 mm.
Onucarne (opraHonenTuyeckui) CootBeTcTBYET
Mpu passeseHnn oBpasyeTcs
cycneHsus ot Genoro go ceetno-
ENTOoro LUBeTa ¢ XapakTepHbIM
hpYKTOBLIM 3anaxom.
UV-spectra of cefuroxime axetil test
" solution and standard solution in the ;
ldentification (UV Spectrophotometry) range of 230 to 320 nm should have Complies
absorption maxima near 276 nm * 2 nm
Y®-cnekrpel NornoweHns UCnsiTyemoro
W CTaHAaPTHOre PACTBOPOB
' uedypokcuma akceTiina B obnacTtit o1
floanuuHoCTE (YP-cnexrpodoToMeTpus) 230 710 320 HM AOMKHSI HMETH CooteeTcrayeTt
MakcumMymei nornoweHna sbnuam
(276£2) Hm.,
pH Ph.Eur. 351055 4.9
pH Esp.dapm. 3,5p005,5 49
Water content (by Karl Fischer) Ph.Eur. % | Not more than 0.2 % 0.1
Boga (no K. duwepy) Esp.®apm. % He Gonee 0,2 % 0,1
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Description Specification Results
Mokasartene Creunthukaumsn PeaynbTathl

Sedimentation stability

Resuspension time shouid be not more
than 1 min, no sign of sedimentation
should be observed within 2-3 minutes.

This parameter is controlled
in the Russian Federation
territory,

CeguMeHTaLuoHHas YCTORYMBOCTD

Bpema pecycneHanpoBaHus SOMKKO
BuiTh He Bonee 1 MUH, HUKEKUX
NPU3HAKOB CeAUMEHTALIMN HE AOMKHO
HabnioaaTtkes B TedeHne 2-3 MUH.

[aHHelit nokasarens
KOHTPOSUpYeTCs Ha
TeppuTopuu Poccuitckoi
beaepaunn.

Dissolution (UV) %

Not less than 60% (Q) of label claim
after 30 minutes

a3

Pacteoperue (YP)%

He meHee 60% (Q) oT 3ansneHHoOro
coaemranuna yepes 30 MuH,

93

Related substances (HPLC) - Cefuroxime
Impurity %

Not more than 1.0 %

This parameter is controlled
in the Russian Federation
territory.

PoacreenHbie npumeck (BOXKX) -
npumecs uedypoKkcuma

He Gonee 1,0 %

[aHHbif nokasarens
KOHTPONAMPYETCH Ha
TeppuTopuu Pocculickoi
Depepalmn.

Related substances (HPLC) - deita-2-
isomers of cefuroxime axetii %

Not more than 2.0 %

This parameter is controlied
in the Russian Federation
territory.

PopcreeHHbie npumeck (BOMKX) -
fensTa-2-uzomeptl Ledypokcuma
alcetuna, %

He Bonee 2,0 %

[anHbllt nokaaaTens
KOHTPONWRYETCA Ha
TeppuTopun Poccuiickon
Pefepauinm,

Related substances (HPLC) - anti-isomers
of cefuroxime axetil %

Not more than 1.5 %

This parameter is controlled
in the Russian Federation
territory.

Poacteentble npumecn (BOYKX) -
anTuuloMepsl Ledypokcuma akcetuna, %

He Bonee 1,5 %

[aHHbli nokasatens
KOHTpONUpYyeTCa Ha
TeppuTopun Poccuitckoi
Gepepauun.

Related substances (HPLC) - Any other
impurity %

Not more than 0.2 %

This parameter is controlled
in the Russian Federation
territory.

PogcreerHsie npumecy (B3MX) — niobas
Lpyras npumeck, %

He Gonee 0,2 %

HanHbiil nokazarens

[ ¥oHTponupyeTes Ha

repputopuu Poccuiicko
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Description Specification Results
lMoxkazarens Cneuyudpuxaus PesyneTarb!

Related substances (HPLC) - Total
impurities %

Not more than 3.5 %

This parameter is controlled
in the Russian Federation
territory.

PopcTaenHsie npuMeci {BOKX) — cymma
npumecei, %

He Bonee 3,5 %

[arnHbli nokasaTens
KOHTpONMpYyeTCH Ha
TeppuTopun Poccuiickon
depepaymn,

Fill weight (Uniformity of weight, as %

Average weight of bottle content: 98 -

target) 102 % of target weight. 100

CpegHss Macca CoAepKkuMorc
OpHOPOAHOCTL Macehl chnaroxa: 98-102 % o7 3ad8neHHoNA 100

Macchl,
Fill weight RSD % RSD not greater than 3.0 % 0.8
OAHOPOAHOCTL Maceh! (OTHOCUTENBHOE OTHOCUTENBHOE CTaHAAapTHOE 08
cTaHgapTHoe otknoHexue), % oTkoHeHwe He Bonee 3,0% !
Deliverable volume Ph.Eur. Not less than 50 mL Complies
Wasnexaemsin oObem, Esp.®apm. He menee 50 mn CootBeTcTByeT

Microbiological purity

Category 3A

This parameter is controlled
in the Russian Federation
territory.

MukpoBuonorudecran Yuerora

Kateropus 3A

[anHbif nokazatent
KOHTPONWPYETCH Ha
TeppuTophi POCCUACKOR
depeparun.

Assay (UV) cefuroxime content mg/&mL 112.5 to 137.5 mg/5mL 126.1
KonuuecTBeHHOE OnpeaencHie

Wechypoxcuma, mrf 5 MA Or 112,56 o 137,56 mr/ 5 mn 126,1
Assay (UV) cefuroxime content %LC 8010 110 %LC 101
KonuyecTeeHHoe onpeaeneHve 0790 a0 110 % 101

Uegypakcuma, %
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