PharmaVision

CERTIFICATE OF ANALYSIS
CEPTHOIKAT AKOCTI

Product name:
Hezsu npodvenm:

Pharmaceatical form,
package type and size;

Jikapena hopsia, mun
POTMIP vRaKkosri:

Dosage / potency:
Hosu <~ cuaa oir

Registration certificate:
Pecempuayitine noceiovenin:
Batch no.:

Ne cepii:

Batch size:

Pozvip cepit:

Manufacture date:
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Manufaciured by PhacmaVision San. ve Tic, ALS.

3

Location: Duyutpasa Cad. No. 145, Topkapi. stanbul, Turkey

Ficense: TR UY 2020 4-0)

Bupovéteno: ®apvaBisn Can. ne Tink, ALL

Micte sHaso e s, Hasyroama Tlaan, Neld5. Torkan:. Urasedy: 1. Typeaan

Jlineresin: TR OUTY 2020.4-0

No.310099962

FERSINOL
PEPCIHOT

solution for injection, 100 mg/2 ml,

2 ml in an ampule, 5 ampoules in a contour tray together with a leaflet in a

carton box
Poraun oon inexuiit, 1003220 1,
ha 2

M poiqaiy ¢ avny. Uy no 5 AHIE P HAPPHROBD. HY 0Ky paioy 3

"I’(H‘!plhl{"ﬂ) QA Mednynoco CHOCYEanHR ¢ hﬂpﬂl(ﬂ”ﬂ" i\()pﬂﬂl{l

Iron (Il hydroxide polymahiose complex equivalent 10 100 mg:2 mi iron (H1)

Barisa (M) ciopokeuo notivaismosnig kovmaexe
satizo (11 1o 2y

UA/14652/01/01
310099962

20 130 packages/ynunosor

Y repepaxveanii wu

, i 10,2023
/Jama GHPOOHUNMNG .
Expiry date:
S pRryCate : 09.2026
Tepaiin npucanmocmi:
TEST | LIMIT RESULT
Horusimmu srocni Hopyveanns Pexyiwmam
Description Dark  reddish-brown homogenous liquid ~ without | Conform
(nue mechanical particulate Bionoeidw
T(‘.'llh'f.’l. ‘f(’[)U(J.'f_l'ﬂ(IIHO-KU]JH‘HIGH(! SOMOCCHHE ])n'IC}HHCl oez
MEXGHMHUX 8RO
pH 55-75 5.8
Extractable volume 2 2.00 ml fae1) 215 m] gy

O 'y nanoesienis

Relative density
Bionocua svemuna

1OS - 1.10 ¢/ml roivey

110 g/ml 1o

Identification of Iron
Iocuntudhineyis iz

The spectrums obtained from test solutions and standard
solutions should give maximum absorbance at the same
wavelength

HovHoxcyeanuds § cmanoapmni POSHUNN Qdrons
MURCUMYA ROCTUHAHNSE NPH OO 00685C108 XaILt]

Conform
Bionosioae

Assay
Kitoricue susnavenns

95.0- 1100 mg/ 2 ml
95.0 ~ 11600 vod 2z

100.3/ 2 ml fary)

Particulate contamination:
Mexaniuni arvowenns:

- visible pariicles:

- BHONUA Yaemirn;

- sub-visible particles:

- HeBHOWMT YacnKn;

/fi\-li-:\‘f—!-f/]\‘

Y

absent
aicy mni

Conform
Bionosioac

57 particlesrampoule
3 particles/ -ampoule
27 wuemor ey

3 wacmord aunyay

Impurity (free Iron)

Conform

12
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Mannfactured by PharmaYision San. ve Tic. AS.
Laocation: Davuipasa Cad. No 143, Topkapi. Istanbul. Turkey
License: TR LY 2020 4-0

PharmaVision
Bupodreno; BapvaBiau Can. se Fizs, AL
Aicnemaxe. grewss anyiani Qe N5, Tonkani. Crasdyva, Typeusnna
Jlinensin; TRALY 202040

Hostiwru (6iaone zetiizo) He sac dymu koprmesoco ocady Bionovsioue
Stertlity Solution should be stenle Conform
Cmeprcibnicnns Posunn vae dvinu cmemeibniy Bionosioar
Bacterial Endotoxins < 0.49 IU/mg (M) <(.49 TU/mg
Barmepicainni endomorcuny (MO ey

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufuctured (packaging/labelling inciuded) 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 docrmentation, registered in Ukraine, The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

L s saceiouvio, wo Repepaxcguna sunfe fidopvayis ¢ dvcmogipuoie | movnows. L cepist npoOYRYI v
BUCOMOGIENA. [BRIONUKNU RURVEANUS . MUPKYGANNS) 3 NPOBCOCHNAM KONINPOIO AKOCIE 114 GUIeSKA3an il
supodnUuiTt diteruyi & noenil eionosionocmi 3 euvoeasy GMP, semanogienin PECVBHROPHIT  OPSaHONM
Nypewunnn,  a mavoxe v sionosionocni 3 cheyudhivayiciny 1 vemooasu  xoumpoio  sxecmi (MK,

sapecomposarin 6 Yepaiui. [Ipomoroin supodunymec. VRAROGKN  ma andizie OVId Repesistuyai ma
sCaHOs eno gionosionicnme GAIP.

Surname and position of person, approving batch release to market
Hpiseiye na nocada ” 6auns ocoow. sika 8ROWIE BO36IT 1 BURVOR cepif

Signature and date, stamp
Hionue ma Oanic HIORUCAIER. BEYANRG - HIMAAT 19032024
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