UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK WAPMACBIOTHKAL JABOPATOPH?
(A division of «. B, Chiemicals & Pharmuceuticals Li¢ »)

iOrzencaue Hrpme i/l

B. Kemurane awg Qapmacsioruxanc [ran)
¥ )

Bopnw, Myma 400 030, Mnaws - Worli, Mumbai 400 030, India

CERTIFICATE OF

ANALYSIS

CEPTHOHKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OTAET KOHTPOIS KAMECTBA

Name of the product

Hazgarne npenapara

METROGYL® 100 ml bottle

(Solution for intravenous injection § mg/ml)
METPOTHI? 100 ma daason
{PACTBOP L9 BHYTPHEEHHOTO DBEIEHIR 5 Mr/ai)

Registration certificate

znd date

Homep u ara Perucrpauronsoro
}'510&3‘!‘%)3&})815 Hi

TTNO11666/01 ot 07.06.2010

Batch # | 11X9505

Cepuz Ne i

Manufactured 10/2019 Valid o 09/2022
[Tpousseneno Iojen ao

Analyticai Report Ne 17FP19003247 Date 26/10/2019
Anansruyeckuit Otuer Ne Jara

APl manufacturer of API
Haumenosanue aktunuoi
cyferanumn, npoHIBoANTe R

Metronidazole USP - Aarti Drugs Ltd., India
Merponuaazon ©.CUIA - Aapra Jparce Jira, Hema

The analysis was carried out
according to Normative document
AHanus spinoascH no HJT

IINOII666/01-100517

Menufacturer

(All manufacturing stages)
Hpowiroaurens

{Bce cranms npoussoicTna)

Unique Pharmaceutical Laboratories (A division of 1. B, Chemicals &
Pharmaceuticals Ltd.), India

10nrk Gapmacsiotxan JlaGoparopns (Otaenenve gwpnst «lk. B,
Kemuxanc spx Qapmacsiorixanc Jta.y), Hnxus

Site address
AJZpPec 1IpOM3IBOACTBEHHOM
NnonlanKH

Plot Ne. 4, Phase 1V, G.1.D.C. Industrial Area, Panoli: 304 116, Gujarat
State, Dist. - Bharuch, India.

Yuactox N 4, ©asa IV, 'HJLK. Huascrpuan Apea, Tlawenu:
:394 116, ITar T'ymkapar, okpyr - Bxapyy, Huzus

Storage At temperature not exceed 30 °C protected from light. Don’t
XpZHEHHe freeze.
Mpu temnepatype re Boite 30 ° C v saumuensom oT ceera
MecTe, He 3amMopaxusats.
Shelf life 3 years
Cpox TOIHOCTH 3 roga
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TESTS RESULTS STANDARDS

[OKASATEIH . _PEIVJBTATHI i CTAHAAPTLI

Description Comply with requirements A clear colouriess 1o pale yellow solution

Onncanre Coorsercrayer TpefonaHnas TTpo3paunsiil pacTsop o SECUBETHONO 40 CRETNO-

- HEATOTO LBeTa

Identificat:on ' i

[loanunrcers

A. Metronidazole Keeps requirements | The retention time of the major peak in the
| chromatogram of the sample solution should
correspond 10 peak of metronidazele in th

AL Merpokragson |

B. Sodlum

B, Hatpui

C. Chlorides

Beepsusaer TpefopaHus

Keeps requirements

BuiepxupaeT Tpefosanus

Keeps requirements

chromatogram of the standard solwlion

BpeMA  YASDEMEGHMS  GCHOBHOTG  AWkd  Ha
XPOMAETOrPaMMe HCOBITYEMOI G pacteopa  D0MKHO
COOTBCTCTRBOBATE  BPEMEHH  YACDWHBAEMA  THKS
MCTPOHMAZIONA K3 XPOMITOIPEMME CTEHARPTHOMO
pacTEopa.

Formation of dence while preci
potassium pyroantimenate,
©O0pasopanne TAOTHOTO oOCRixa Oesoro LBeya ¢
KA RHPOAHTHMOHATE PACTOPOM.

Formation of white curd-like precipitate with selution

tate with solution of

B, Xnopiaw ! Beinepuaisaet Tpefopanus of silver nitrate.
' O€pasosauve  DeA0ro  TEOPOMKETOND OCEUXA C
pacTeopom cepebpa wuTpata.
Extractable 103,17 ml Not less than nominal {100 mi)
Volume 103,17 mn He menee nomunansnore {100 mi)
Hianexacmuift
obbeM
pH 59 4,5-7.0
pH 4,5-7,0
Sterility Sterile The selution shall be sterile
Crepuassocts Crepunnumii Pacteop gomken GuiTo CTEpPHLHBIM
Bacteria! Less than 0.35 EU per | g Not more than 0.35 EU per 1 mg of metronidazole
Eadotoxins He Gonee 0,35 ED na | Mr metpousgazona
Megee C3SEDua l mp
BaxTepranbitsie
SHAOTOKCHHB!
Anomalous Non-toxic ke solution should be non-toxic
toxicity Hertoxcuunbif PacTaop no/xen GhiTb HETOKCHY HbIM
AHOMaTEHAK
TOKCHYHOCTh
Particulate Malter
Mexanyueckie
BKIIQUEHU Absent Particulate contamination should be absent by visual
Visible Oreyrereyior inspection
MEXBHHSCCKHE BKNOMCHHA TO/DKHB OTCYTCTICRAETH
Buasmmne Particles > 10 pym: | IPH BH3YAbHOM KOHTPONE
0+ per container
Invisible Particles z 25 pm: | Particles 2 10 microns - not more than 6000 per

0 per container
Qactiywi 2 10 MHXPOH!
0/ dnakon

| container,
| Paticles > 25 microns - not more tian 600 per
| container.
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TESTS ‘
[TOKAZATEIH |

RESULTS
PE3VILTATSI

STANDARDS
CTAHAAPTBI

Hesn e

HacTHub 2 25 MHKpon:
0/ dinexon

Hucruuw 2 10 Mukpou - we Goaee 6000 /azcon
Hacthin 2 25 atikpod - ne Sonee 600 Abnaron

Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard G Y
Lserrocts He npestiwaet rranou GYs OKPacka pacTopa He Joasa NPesbILaTh ITAI0H
GYs
Clarity Keeps requirements The solution should be clear or the cpalescence of the
solution should not exceed the opalescence of
[pozpaunocts Brigepxkusaer tpebobanns reference suspension 1.

PacTeop nonmwes H8Te npoIpadHLIM M
ONAACCHEHUNE DECTHODE e DOMEIA TPCRLILATS
onanecuenuHio yratona L

Related impurities 0.03 % Tinidadazole related compound A — NMT 0.15 %%
Any other unidentified impurity - NMT 0,15 %
0.05 % Totel inpurities - NMT 1.0 %
Poacteennas opumecs A TeEumazonz - we Gonse
0.09 % 0,15 %
Paacrrennsre Mobas apyrad wexzenTHdHIUEPOIZHHAS APHMECE —
ApHMECH He Bonee 0,15 %
) Cymma npusseceii - we Sones 1,0 %
Nitrites Does not exceed The optical density of the test solulion ar a
wavelength of 524 nm shall not exceed that of the
Hurpura He npespinaer - standard solution.
Onruyeckan TOTHOCTE HCNBITYEMOI O PACTROZE npy
LMMHE BOANML 524 MM HE LOMKHE NPERRILIATH
ONTHYECKYIO HACTHOCTL CTRBAAPTEODO PACTEOpE.
Assay of 10¢.5 % i.e. 5,03 mg/mi 90.0 - 110.0 % of the Jabel claim , ie. 4.5 - 5.5 mgml
Metronidazole 90,0 - 110,0 % ot nomsnanbrore copepxanua,
Konnecrsennoe 100,5 % 1.8, 5,03 MriMn T.6. 4,5 - 5,5 Mrivs
COABPHEHHE
MeTposranions

Assay of Sodium
chloride
KOIHYeCTBCHHOS
COOepRanKe
Harpus xnopuna

99.6 % i.e. 7.871 mg/ml

99,6 % 1.e. 7,871 Mrfmn

} 95.0 - 105.0 % of the label claim,
Cle 7.505 - 8.295 mg/m!

95,0 - 105,0 % oT HOMKHANEHOIO ConepaHnz,
T.8. 7,505 - 8,295 Mrfusn

Pack
Ynaxoaka

Solution for intravenous injection

S mg/mi.

100 mL in a low density polvethylene
vial. One viai wrapped in cellophane
aleng with the package insert are placed
into a cardboard box,

PACTBOD 117 BHYYPUBEHHOIO BECICHHS

S Mriun,

[lo 100 Mn Bo dnakon W3 noaMsTHIEHS
Aol moomnecth. 1 duakow b
ueniodanosoil  ofiepTRe  noMemex &
KADTOHHYH) NAUKY BMECTE C BHCTPYRUAeH
10 NPAMEHEHHIO,

Soluticn for intravenous injection 5 mg/mi.

100 mL in a low density pelyettylene vial. One vial
wrapped in cellophane along with the package insert
are placed into a cardboard box,

PAcTBOP Nfta BHY TPHBENHOID BOETEHUS 5 MM,

Mo 100 ma B0 drawor w3 NONKITHNENA HE3KOH
maotHoeTa, 1 uakon b uennodamoscl  ofieprre
MOMELIAKT B KEPTOHKYI)  nauvky 8mecte
HRECTDYKUMCH 10 NPHMEHERAI0.

<

Lzbelling
Mapsuposxa

On a vial label in Russian is_Specified:

Specify on 2 vial label in Russian: trade name with

trade name with warning marking @&,
international  pon-proprietary  rame,
pharmaceutical  form,  conceniration
(mg/mL}, name and content of active
substance per 1 L, list of excipients,
product volume per vial, “Sterile”,
cautionary warning  “Attention:  even
invisible damage of the plastic vial during

wearning marking ®, internationz! non-preprietary
name, pharmaceutical form, concentration (mg/mL},
name and coutent of active substance per | mi, list of
exciplents, product volume per wvial, “Sterile”,
cautionzry warning “Attention: even invisible damage
of the plastic vial during storage or transporiation can
cause product contamination. Don't use, if pressing
the vial causes leakage or the vial content is not clear.
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TESTS i RESULTS STANDARDS
NOKAZATENN PE3YJIBTATEI ] IA HAAPTHI

H .
Istorage  or transportation can  cause | Return the vial for re
product  contamination. Don’t use, if  number of

pressing ihe vial causes jeakage or the batch nus
vizl content 15 not clear. Return the vipl
for ceplacement!”, storage conditions, | manufa

number of manufacturing license, «® - | A« (‘mom‘l_, speci
rade marky, bawch rnumber, date of|element code ap

manufacture, date of expi
name and address. Ad
manutacturer’s logetype in English. {technical

¥, manufacturer | specifications of manufacturing fin
tionally specify | Alphanum:

manuiacty
nber, dafe of man

.aam.kdme' namg and nddrt‘ts Add: tmnal ¥ specify

turer’s Jo

P
5).

eric and  graphic version  des
information)

! mu

ige element code (package
ation place depends on technical

aticns

¥ be applied for

Addiienally package element code is | identification of packaging material. This information
specified. may be absent as well,

}The vial has casted indicative scale and | Technical

information

may vary depending on

inscription “UNIQUE" production baich, printing and packaging equipment

Ha grukerre daavoua Ha pycckom sapike | used.

YRAZAHO; TOproBoe HalBaHHe ¢| The vial ale and Inscription
(PEAVIPERNTENBHOR  MapKHpoBKOR @, ;

MERGLYHAPOLHOE HENATEHTOBAKBOE | Ha 3THxeTxe driziiona 1a pycckoss S3ke vKaihian: 0T
HE3BAHUE, NCKAPCTBEHHAA  opwma, | Toprosse HasaKne c NPEAYIPEIATEALNGH

KOHICHTPAIMO (B MY/MA), HA3PAHWE H | MapKapoBKoR U, MEHAYHADORHOE HENETEHTOBOHHOE
KOARYECTE0 KTHBROTO Bemlectna 8 1 M2, | Halgawue, JCKEPCTREMHYIO POpMy, KOHUSHTPAURIC (B
ACPetieHh  BCHOMOTUTENGHBIX  BELIECTB, | MI/MI), HA3ERHHE W KONHULCTBO AKTHEHONG femectsa
0bnem npenapara 80 dinaxone, | B 1 MA, NEPEYSHb BCROMOTITEABHBIX pelecTs, ofnen
«Creprneron, MPERYTIPELHTEAL AN | Npenapate B0 $naxone, «Crepuisioy,
ERANHCE «Binmaine: Jluke HEBMLUMOE | TPEAYRDEIHTEALNYI HAINKCH «Brumasie:
HOBPEWACHAE MIGCTHROBOTO GAZKONA BO | HEBHAHMOE MOBDERACHIE NAZCTHRGBOMD tnakona so
BPCMA XPAHCHHA HIH TPAHCOPTHPOBKYM | BPEMA XPAICHHS HAK TPRHCHOPTHROBKH MOmET BbiTL
MOReT Ouh  npuuMHOH  3arpasHenus | npaunncH 3erpnanienvs npenapara, He wenonsayiire,
npenzpata. He uenoapsylite, et npu|ecaH npe wamatMi wa (aaxon  ofinapyxunaercs
Hamardn na duakod  oBHAPYRHBACTCH | yTEYKA HIH COABPRUMOS IAKORA HEMpoIpatice.
T I2KOA  @AS 3ameHblln,  yenosus
Henpoapastoe. BOIBPaTATE (IAKOH 104 | XPAHEHUS, HOMED TTPOHIBOICTHEHHON anuensnn, «§ -
JAMEHBILY,  YCIOBHR  XDSHEHMA, HOMEP | TOBADHF HAKY, HOME[ CEepHH, NPOH3BEIEHD, TOICH
UpOMIZOLCTBEHHOR  snuensHH, «® - 0, uasmAENe W azpec  (MPMBI-GPOMIBOALTEN.

YIessa  Hhn o comepRAMOC  uakond | Bosspaiw

Daxe

TOBZPUBIH  3Haky,  HOMEp Cepii, | JOMONHMISNBHO HE AHrNHHCKOM RIBIKE YXA3SIBAIOT
POHSBEACHO, TOMCH A0, HAIBUHKE H | AOTOTHT GHPMLI-IPOKIBOIHTEN S,
aupec QHPME-NPORIBORMTENR, | TIONORHNTENLHO  yKESHIBRIOT  KOX YIAKOBONYKOID

HOnoAuMTENsHO HA AMCAMHCKOM A3bIKE | 3NeMEHTa (MeCTO HAHECEHMN KONG YNEKODOuHOTD
JABHCHT  OT  TEXKMYECKHX  NapaMeTpon

YKA3AK JOTOTHI GHPMBI-C DOM3BOIHTENA. | 3emenTs

Joronsurensko vKaiaH KOR | NPOH3BOACT

YMAKCBOYHOrO 37ICMCHTA, Bozmoxar
Ha dnaxcne MevonoM nevee nasiecena rpadi=ec

«UNIQUES. MATEPHAS

BEHERIX NS
0 Hamecewue OyKBeHHD -~

HPPOBLIN 1

ki ofosHadennit meperli {Texuuueckan
OPHEHTHDOBONKAA  lUKAN2 W HRANHCS | HHQOPMALNA) 208 MAcHTkdHxauKs YOEKOBOUHOrD

a. Tax  ®e  BAHECEHHE

On 4 carton in Russian i specified: trade | orcyteraonats.
name  with  waming marking @, | Texnnueckas EHOOPMBINA  MOKET MEHATLCA  ©
interzational  non-proprietary NEME, | JABHCHMOCTH  OT  NDOH3BOACTBEHHON
pharmeceutical  form,  concentration | menosnayemoro  newarsoro W YAAKOBOMHOID
{mg/mL), compesition per 1 ml,, product obopyaosanns.

voiume per vial, “Sterile”, cautionary | Ha draroue METORON NHThA mmeccnu

warnings: “For intravenous administration | opHEATHPORONHAS WKANE K HALNHCH «UNIQUE

only”, “Keep out of the reach of

children”, “Don’t use after the expiry | .Specify on a2 carten in Russian:

date”, “Find enclosed instructions for | warning
use”,
of the plasic vial during storage or|compo
transportation can cause  product | “Sterile”,

contamination. Don’t use, if pressing the | administration oniy”,

vial causes leakage or the vial content is | children”,
not  clear. Return  the via! for|enclosed

MOWET

CepPHH,

trade name with

marking ®, international non-proprietary

, “Attention: even invisible damage | name, pharmaceutical form, concentration (mg/mL.),

on per 1 ml, product volume per vial,
cautionary  warnings: “For  intravenous

“Don’t use after the expiry daie”,
instructions_for use”, “Atteation:

“Keep out of the reach of

“Find
aven
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TESTS | RESULTS STANDARDS
NOKAIATEAM PEIVALTATLI CTAHIAPTEI
replacement!”, pharmacy selling ‘erms, | 'e damage of the plastic vial during s ge or
storage conditions, number of transportation con cause product contaming Don’t

manufacturing license, «® - trade marks,
number of registration certificate, batch

number, date of manufacture, date of

expiry, manufacturer name and address,
bar code.

Additionally trade name with warning
marking ®, intemational non-proprietary
name, pharmaceutical form, concentration
{mg/mL), manufacturer’s logolype i
Englishis specified.

| Additionally package element code is
 specified,

Ha xapTomiol fle¥ke Ha pYCoKoM A3RIKE

use, if pressing the vial ceuses leakage or the vial
content is rot clear. Return the vig! repiacemenil”,
pharmacy selling terms, sterage conditions, number ol
manufacturing license, «® — trade marks, number of
registration  certificate,  batch number, date of
manufacture, date of expiry, manufaiturer name and
address, bar code,

Additionally

Far
10T

trade

specify name with  warning
marking ®,  international nen-progriclary  name,
pharmaceutical  form,  concemiration  {m g/ml).

manulacturer's logotype in English.

Additionally specify package element code (package
element code application place depends on techaical
specifications of manufzciuring lines).

Alphanumeric and/or graphic version designations for
identification of packaging material may be applied on
euter and inner package flaps, This information may
oe absent as well,

Technice! information may vary depending  on
produetion batch, printing and packeging equipment
used.

Ha xnpromeol naure Ha pycoroM Abike viaiasaa-:

YKAIANG:  TOPTOBOC  HAIRAHME ¢
TPEAYOPEANTENLHOR  sMapruposkoll &)
MEHKAYHEPOIHOE HENATEHTOBAHHOE
HA3BaHHE, JIEKaPCTREHHAR dopma,
KoHUeHTpaudro (B Mr/ma), coctas ws |
MI, ofikeM rpenapaTe 80 dnakowe,
«CrepuapHon,
naanucr: «Tonsko ans swyrpusedicro

BBEACHEAR,  «XDEHMTE B Mecrax,
HEJOCTYIHEIX ans Aereiby, «He
| HCMOB3OBATH MOCAE HOTEHCHHA Cpoka
| FORHOCTHY, «Hucrpyxuus o
APHMENEHIIG HAXORHTCR BHYTPI
VTIAKOBKHY, «Buumarve:  Jaxe

HEBHAHMOC MOBPEXAEHHE TACTHKORONO
Pnaxona BO  BpeMA  XpaHeHHs  wiE
TPAHIIDPTHPOBKH MOMET Buirs
NPEYEHOE 3arpRasenHs npenapata. He
HCMOAL3YHTE, ECAM OPH  HAWETHH Ha
trakon oBHapyxusacTCR yTeuxa Wi
CONEPKHMOE  QUEKOHE  HEmpOIpauHOC.
BosspaTute baskon  maz  amennls,
YenosusS OTOYCKA #3  aliTex, YCAOBHE
XDARCHHKE, HOMED NPOW3BOACTREHHON
Anienznu, «® - TORAPHLIA IMAKY, KOMEp

pCE‘HCTpEiJ,MOH HOrQ YZOCTOBCPCHHA,
HOMep CEDHH, ﬂpO[—.’:iBe;'leH(}, TCoCH A0,
HAIBEHHKE H aApeC thpMbl-

NPOHIBOLHTENR, THTPHX-KOA.
HOHO."IHKTE}H:HD HE SHrnMBECKOM #3nixe
YEBIRUC!  TOPrOBOE  HasBakne ¢
npeaynpeavrenshol  Mapxuposkelr @,
MEKIYHAPOIHOS HENATEHTOBANKOE
Ha3BRHME,  JiekupcThEHHYI0  dopay,
ROKueHTPaUMio (B mg/ml), sorotn
DHDMBI-TPOHIROTHTETA.

NPCAYRPEIHTCIbHbIC |

| HEeHTHDMRALHY

TOProBOS Hapanue c TNpeAYNpeAHTENRHOM
MADKHPOBXOE E, MOMAYHADOLHCE HENATeHTOBIHEOE
HAIBAHKE, NEK2PCTREHHYIO BOPMY, KOULCHTPAUHIO (8
MI/MD), coctas Ha 1 ma, ofmem TpENapara o
Paaxone,  «CrepmabHON,  npeaynpesuTetnHue
waanues: «Toaeko ans BHYTDHBCHUOIC BECRCHHAR,
“XDaHHTE B MECTAX, HEAOCTYNHEIN ANs asreils, «He
HCNOABIUBETE [OCNE HCTCYEHMR CPOKE FOAHOCTUY,
«MiieTpykans o npvsenennio naxonntes BHYTDH
YIAKOBKH », «Buusanne:  Jlawe  uesnansmoe
NOBDCKLCHHE  NAACTHROBOrD c}mamm BG Bpems
XPEHEHUA  MNN  TPRHCTIOPTHDORKH  MOKST  OuiTh
IPHYHHOR 32rpasHesng npenzpara, He HCEDARIVATE,
CCAH NpH HewaTHH Ha daaxon  ofHapyxapaercs
YTEUKE WM colepaumoe QuakoHa Henpoipauioe.
BosnpatiTs GR2KOH AR5 3aMERR, YCIORKA OTRYCKE
H3 anTex, YCAODBKA XDaHEHus, HOMED
NpOUIEOACTREHNON Anuenany, «® - Toseprbi 313K,
HOMED  PETHCTRALHONEOTD  yAOCTOBEPEHNS, HOMED
CEPHH, NPOH3BEZCHO, IOAEH JIO, Wa3BANNE u
(QHPM5I-IPORIBORHTENS, WTPHX-KOA.
Jononnuremuo Ha serauiicxom HInike YKA3hIDAIOT;
TOPICBECE  HA3BRHHC ¢ NPEIynpCaAnTENnbHOR
MAPKHPOBKOA ©, MEKIYHADOIHOE HENATERTOREHIIOE
HAIBAHUE, NERAPCTBEHNYI0 JOpMY. KOmeRTpaHia {1y
mg/mi), Z0TOTHN (BHDMLI-IPOHIsONHTE I8,
ﬂOHOHHETéﬂhHG YKAIBIBAKIT  KOJA YHAKIBOHHOrD
IMEMEHTE  (MECTG HAHECCHHA KDAZ YNAKOBOMHOTD
JAEMEHTZ  IABHCHT OT TEXHHMECKHX napamerpos
[POHIBOACTBEHHLIX AHHHIE}),

Boamoino nanecenise GykseHHO — UnGDOBRIN W/kaK
rpagaveckux ohosHaveHu i BEPCHA AR
YOAKOGOUHOTO MaTeprana
HAXOLALIHECA HA BHEWHKN H BHYTPEHINX Kaanarzx
YMakookH. Tak Xe FaieceHe MOKET OTCYTOTBUBATS,
Texumndeckas  HHDOPMAUKA  MOKET  MEHATHCR

anpec

B
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TESTS RESULTS STANDARDS
NMOKAZATE M PEIYIILTATEL N CTAHIAPTDI
Henomsutesnsuo YKa3aH KOL | ABHCHMOCTH 0T NPOM3BOICTBEH oM CEPH,
YOUKOBOUROID 3/IEMEHTR, HCNONBIYEMOTO  RUATHOTO M YnakoBouHOro
ey (‘:DOPV..’]GGB}!_!-_{ .
The above sample complies with the prescribed standards of quality
Baiweyxasannsé obpaieu cootser CTBYET YCTAHOBEKKBIM CTAHAPTAM KavecTsa

Crpaunnua 6 uz 6
Russia

QUALITY CONTROL MANAGER
MEHEIKEP 110 KOHTPOJIIO KAYECTBA




