CeKTOp Mo KOHTPOIsTI0 KavecTBa KK-01-003/02

Quality Control Department

CEPTU®UKAT AHATNTU3A
(Certificate of Analysis)

ObosHayeHue U Homep
cepmugbuKkama (CoA No,)

CA-GL-1112R

HassaHue nekapcmeeHHo2o
cpedcmea (Product Name)

KOJIUI'EH I'-100, nopouwok Ans npuema BHyTPb, 1 X 1 kr
(COLIGEN G-100, oral powder, 1 x 1 kg)

OpueuHarbHas ynakoska U
Konu4ecmso ynakosok 8 00Hol

1 kr nopoLuka B M3 nakeTe-MeLLKe C CUTHATYPOM BHYTPU 1 MHCTPYKLMEN N0 MPUMEHEHIIO
NexapcTBEHHOTO CPeACTBa CHapy i, yniakosaHo B M1 KoHTelHep ¢ AeknapaLeit CHapyXiu 1

cepuu HanevaTaHHo aTukeTKoi /900 opuriHarbHbIX yNakoBok a' 1 kr nopotika

(Package Size/ No. of packages per batch) (1 kg of oral powder in PE bag with label and Patients information leaflet inserted in PP container with label/ 900 original packages)

LLluchp nexapcmeeHHoeo 1276 [ama npousgodcmea 06.07.2020 .

cpedcmea (Product Code) (Manufacturing Date)

Pasmep u Homep cepuu 900 kr /060720 Cpok 2o0HoCmU 06.07.2022r.

(Quantity and Batch No.) (Expiry Date)

CpedHsis Macca nopowika 1,0 kr (0,97 kr — 1,03 kr) Obo3HaveHue U Homep Mcn.Ne 9829 ot 13.07.2020 .

(Average mass) cepmuchukama / Jama Vien.Ne 03-2800/5429 ot 10.07.2020 r.*
(Report No./ Date)

3anpoc Ha nab. uccnedosarue / | 02-07/20 ot 06.07.2020 r. CremHas koHmponeHast | NIV Novi Sad"

[Hama 04-07/20 o7 06.07.2020r.* | mabopamopus Enoloska stanica Vrsac d.o.0.*

(Laboratory test Request No./ Date) (Quality Control Laboratory)

Mpousgodumens Fish corp. 2000 d.o.o.
(Manufacturer)
JlabopamopHsie uccnedosarus (Analytical Results)

Tecmsl (Tests) Memode! (Methods) TpeboeaHusi (Specifications) | Pesynemamei (Results)
Opeanonenmuyeckue ceolicmea BusyanbHbii Metoa 1 | Benbiit XpycTanbHbii nopoLok 6e3 CootBetcTByET
(8ud, kpacka, npucymemeue 4yxdbIx cpasHeHue ¢ KK BUAWMOrO MPUCYTCTBUS YyKAbIX (Complies)
006agok) CTaHAapToM pobasok
Organoleptic characteristics (Visual method and (White crystalline powder, no visible
(appearance, colour, presence of impurities) comparison with the QC presence of impurities)

standard)
Hdenmudpukayus Ph. Eur. (2.7.2)) MonoxuTensHas CootBetcTBYET
leHmamuyuHa cynbgam (Positive) (Complies)
(Identification of Gentamycin Sulphate)
Pacmeopumocms Ph. Eur. (1.4.) Nerko pacTeopsieTcs B BOAe CootBeTcTBYET
(Solubility) (freely soluble in water) (Complies)
Boda (Water,) Ph. Eur. (2.5.12.)* <11,000 % 10,121 %*
Mukpobuonozuyeckas yucmoma
(Microbial Limit Test)
a) Obuwee Konuyecmso aspobHbIX =103 CFUIr 1-100 CFU/Ir
6a/<mepu¢7( Total aerobal microorganisms count)
b) Obuwee konudecmso dpoxxels u <102 CFU/Ir 1-10 CFUIr
NIeCEeHU(Total yeasts and moulds count) Ph. Eur. (2.6.12.,13)
¢) lMpucycmeue Escherichia coli Otcyctame CFU Escherichia coli 0 CFUIr
(Escherichia coliin 1 g) Halr oGpaauos
(Absence of Escherichia coliin 1 g)
OnpedeneHue codepxarusi Ph. Eur. (2.7.2.) 95,0 - 105,0 mr/r 100,1 mr/r
leHmamuyuHa cynbgam
(Assay of Gentamycin Sulphate)
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CeKTOp MO KOHTpPONIO Ka4yecTBa
Quality Control Department

KK-01-003/02

GMP TPEBOBAHMSA N OLOEPEHWUE CEPUU IEKAPCTBEHHOIO CPE[LICTBA

(GMP REQUIREMENTS AND BATCH RELEASE APPROVAL)

KOJUIEH -100, nopotuok Ans npuema BHYTPb, 1 X 1 kr cepust 060720
COLIGEN G-100, oral powder, 1 x 1 kg Batch No.060720

COOTBETCTBYET YKASAHHOMY KAYECTBY /
O[IOBPAETCA HA BbIBO[ HA PbIHOK (Peusetne Ne 1091/R-20)
MEETS THE QUALITY REQUIREMENTS/APPROVED FOR BATCH RELEASE (Decision No.1112/R-20)

KOJMUIEH -100, nopowiok AngA npuema BHYTPb, 1 x 1 kr cepusi 060720 N/A

COLIGEN G-100, oral powder, 1 x 1 kg Batch No.060720

HE COOTBETCTBYET YKASAHHOMY KAYECTBY /

HE OOOBPAETCA HA BbIBOJ HA PbIHOK

DOES NOT MEET THE QUALITY REQUIREMENTS /NOT APPROVED FOR BATCH RELEASE e
oo oWl p

QP/ PyxooguTenb KK/ Mopanuck dipl.ph.spec.Ljiljaﬁ?aj?Narkovié %

QP/ Head of QCD/ Signature jj_’) . ﬂap & C’ g;, E‘ s

fata: pate) 130720007, 5 bEodn

CTATYC NEKAPCTBEHHOIO CPEACTBA: COOTBETCT

(FINAL REPORT:) COMPLIES
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