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Manufactured by PharmaVision San. ve Tie: A5 j

Location: Dasutpasa Cad No. 145, Topkapi. Istanbul, iur]u.x
Eacenser TR.UY 2020 9-0

PharmaVision
Bupviteno: ®apuaBikn Can. se Tips, AL
MICTHE IHANG, e - Aasyinaina Mawan, NeES. lonxani Lmum l. [\pwamd
Jdimeresin: TROUTY 2020440

CERTIFICATE OF ANALYSIS No.310099962
CEPTHQIKAT AKOCT]
Product name: FERSINOL
Hazeu npodyenn: -

pocyim DEPCIHOJT
Pharmaceutical forny, solution for injection, 100 mg/2 ml, ) -
package type and size; 2 ml in an ampule, § anmpoules in 2 contour tray together with a leaflet in a

carton box

_v"r]fh'!ffpflhf\'ﬂ'fi)f?fl"ﬂ} nHIN i PU]HHH o8 IH exuin, 100220, i,
POIMIP YHAROGK U 110 2 M1 posuuny € aMmy.ti; no 5 anm Y HAPYHROGOMY TOMKY piio 3

THCIIPYRIIEH 0.4 Meduunooo SACMACYCANNA & KapmoHnii Kopooui

Dosage / potency: fron (I11) hydroxide polymaliose complex: equivalent 10 100 mg/2 mi iron (1)
Hoza < ctaa oir sariza (1) CIOPORCHO  ROTTMATOIIOZHU KOMILIEK Y Hepepaxveanii i
sactizo (1) 1002y

Registration certificate:
Pecempayitine noceiovens
Batch no.:

Ne cepii:

Batch size:

Posaip cepii:

Manufacture date:

UA/14652/01/01
310099962

20 130 packages/irigioaor

Jdama eupodiigmec: 10.2023
Expiry date: 0192
Te;fwi;r RPUTAHOCITE 09.2026
TEST LIMIT RESULT
Hokazuuru sxocmi | N Hopaveaimus Pesyavmanm
Description | Dark  reddish-brown homogenous ltquid  without | Conform
(e - mechanical particulate Bionosioac
Jevna, wepeonysamo-ciopudiésa covooenna Ploutia Ges
MEXAHTMHUX 8K H0MeHs .
pH 55-75 5.8
Extractable volume > 2.00 ml (37 215 ml faey
Qo 'yt nanossenus | 3
Relative density 1OS - 1.10 ¢/ml s 110 g/ml rofey
Bionocua evemun T
1dentification of Iron The s:.pectrums nbtaaned from test solutions and standzs '; ‘
loeumudbinayin waiza solutions should give maximum absorbance at the. e
wavelength /
Hocioncysanuit i Cimundapmnui PUSNURY OdrONT
e e MHURCUMVM ROCTHIARNS NPU OO T QO8MCHI mu:
Assay 95.0 - 110.0 mg/ 2 ml [\t
Kiwricite susnavenis 93.0= 1100 a0 2 wx
Particulate contamination:
Mexaniuni sievovens: | SSeubuli
- visible particles: -absent Conform
- BUOHMI HACIK Y SRCH QYT Bionogioac
- sub-visible particles: > 10 pm < 6000 particl 27 particlesrampoule
= HEBHOUMT YaCINKH: 225 um's 600 particlgy 2 I 3 particles/ -ampoule
12 10 a1 < 6000 vucs (ﬁ g H’Qﬁy 'd‘:-HTIB & _: 37 MUCHOR iy
L 223 vrv < 600 wacmd "i;rz.l’iy /R SN L3 acmors avnyay
Impurity (free Iron) Should not be a brown pRgipltagion——7 "m 7 =\ | Conform , 5’

v)”?fz{ '-.-ﬂ 7
K o

1.7
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Mannfactured by PharmaVision San. ve Tie. A8,
Eocation: Davuipasa Cad. No 143, Topkapi. Tstanbul. Turkes
License: TR UY 2020 3-0

PharmaVision |
N Bupoeo.rero: apwaBiain Can. se Tizx. AL N
Mictestaxa prenms: Hanyriama Dkaes Neld3, Tonkani. Craséve, Typeudnng
Jnewsin: TRAMY 2020°4-0
Loxiwri (611bHe 31i30) He yae oyvmun kopuinesooo ocaoy Bionosioac
Sterility Solution should be sterile Conform
| Cmepicivnicmn i Posyun yvae dvmu ecmepmctbnic Bionvsiouc
Bacterial Endotoxins <.0.49 [U'mg (MOnw0) <(.49 [U/mg
barmepiatoni endomorcun | (A One))

I do hereby certify that the abovementioned data are trustworthy and accurate. This product bateh iy
manufuctured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as
with the specification and control methods of the analytic-normative documentation, registered in Ukraine. The
protocols of manufucture, packaging and analysis are reviewed; conform ity with the GMP iy established.

L 5 3ac6iouyio, wo nepepavosana siye indhopyayis ¢ docmosipnow i mounow. L cepis npoovsyii invaa
BUCOMOCIENA (BRNOHUINU. RURVEUNH - MUPKYGUINS) 3 NPOSCOCHNAM  KONMPOTO AKOCHE A GUICERU AN
GUPOOIIT Oyl 6 noswilt sionosionoemi. 3 euvocast GMP. SCHUHOGICHIMI PeRVISIROPHUM  OPeaHOM
Typewwunu, o maxoxc v sionosionoemi 3 chenpuibikagficrs | siemodaMu  kowmpoiao  srocmi (MES),

sdpecemposanuyit 6 Yepaiui.  Hpomoroan  supodnuymeda. YRakoexn ma  wnaisie OVAU HepeIstHyal ma
BCRAHOG Ten0 glonosionicms GAP.

Surname and position of person, approving batch release to warket
Hpisswge md nocaoa . 3eanns ocoon. sika 60w Yo3ei HeEUAVOR Cepit
Signature and date, stamp

Hionuc ma dama nionucanmst, nesamea - i 19032024
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