Noro komnanii

Ceprudikar BUIyCKY

3aMOBHHK: Bropear ®apma I'm6X i Ko. KI”

Dmordenn-Ane 24, 71034 Brobninren, Himeyuuna
Hpoaykr: Minbrama®,po3uus s 18 ekuii no 2 vy Nel0,B amrryjiax
Cropona, sika imnoprye kpaina: | Yipaina
PeecTpanitinnii nomep UA/8049/02/01

Ho3a / cuna mii

Tiamigy rigpoxaopuny SO Mr/mi, nipMAOKCHHY
rigpoxjopuny 50 mr/mi, uianokobamaminy 0.5 mr/mi,
JIAOKATHY Tinpoxaopuny 10 mr/mn

Jixapcoka gopma:

Posuuy st 14’ ekt

Yaakoska:

A'lelyjl'ﬂ 1o 2MJ1 3 KOPHYHEBOIO CKIla, 3 CTUKCTKOLO,
3 TOUKOK IJiA BilIJI()My

Homep supoéuunxa Comotapm: | 12-BL-307
Cepiituuii Homep: 40318D
Cepiiinuit Homep Gaaxa 40318D
Jdara BupoOHUUTBA: 18.03.2024
Mpuparauii no: 02/2027

Kinbkicrb ynakoBok:

26 248 ynakosok B Uit cepii

Bupobunx:

Comropapm Papmanoitritne Eproiirunicce 'moX
Innycrpimpacce 3, 34212 Mencyuren, Himeuunna

Couodapm giuensis Ne

DE_HE_01_MIA_2018 0071

Pesyabrar aHagizy:

JuBuch ceprudikaT sKOCTI

Komeunrapi:

Cepis BUIIYIUEHa HA eKCIOPT BIATIOBITHO JO
Homnarky 16 HBII €C

M st miprsepipKyro, Wwo HaseueHa iHdopmais € aprenTuynoIo Ta Tounot0. s cepis npomyxry
Oyna BUIOTORJIEHA, B TOMY YHCI YITAKOBKA/MAPKYBAHHS T4 KOHTPOJIb SKOCTI HA BRILE3TANAHUX
BUPOOHMYMX caliTax y noBHIA Binuosignocti 1o Bumorn HBIT Micuesoro peryiasropHoro opragy
Ta cnenudikamnii, 3a3Haueni k 1o3soit kpaiuu-immoprepa abo paitiny cneundikauii npoxyxry ans
JOCTIDKYBAHOTO JTiKapchkoro 3acody. 3anucu cepiiiinoi o6pobkHr, ynakoskH Ta ananisy Oym
HeperauyTi Ta BU3HaHI Takumu Bigmosiago go HBIT,

mHiskux 3ayBaXkeHb, siki MOTJIH 6 HEraTHBHO BIUIHBATH HA SKiCTh NPENapary, He BUSBICHO

MencyHreH, 19 keitHa 2024

XaHc-Mopr Battpoar - Mignvic -
{ YnosHoBsameHa ocoba )

L e A




Jloro komnaHii

Comodapm ®@apmauoiitime Epnoiirnicce ['m6X,
Iamycrpimrpacce 3, 34212 Mencynren, HimeuunHa

CEPTUGDIKAT AHANIZY

Mpoaykr: Minbrama®,
PO3YHH IUTst 1H €Ki 1m0 2Mi1
Nel10, B ammyniax

Yxpaina

Homep cepii: 40318D

3amoBHHuK: )
Bropsar ®apma I'm6X 1 Ko. KI'

dmordenn-Ane 24, 71034 Brobninres, Himeuuunsa

3 CTHKCTKOIO,
3 TOUKOLIO U Bi;‘.U'I()My

IHaxyBsaHHsa NePBHHHA YIIAKOBKA!
AMITYITH TIO 2 M KOPpHYHEBOTO CKA4,

Cnen. Ne: JlaTa BUrOTOBIIEHHS! Tepmin NPUAATHOCTI:
BL-50-R-UA/05 18.03.2024 02/2027
Hapamerp Meron Cneundixauis Pe3yabrar
aHanizy
Onwuc npo3opic*r1? CCD 221 Mpo30pHit PO3UMH IIposopnii
Onuc, KOJBOPOBICTDH BigyanpHui YEPBOHOTO KONbOPY pPO34YMH
KOHTPOJb YepsoHuii
AbcopOuin €D 2.225 MakcuMyM B IHTEpBa XBHIb | 550 HMm
547 - 559 am
Mexanuudi BRI YEHHSA
Bugumi yactku €9 29.20 [MpaxTuuso BiACYTHI [MpakxTudsO
BiACYTHI
Hesuaumi gacTku €D 2919 >10MkM Maxe. 6000 Ha aMmTysty | 52 Ha
>25mkm Makc.600 Ha amIyny | amIygy
2 Ha aMmyy
Bursirysanuii 00’ em cP 2917 2,0-215mn 2,05 mn
pH €P223 44-48 4,6
InenTudixauis Ha xpomarorpami
- TiamiHy rigpOXJIOpUaY BEPX BUTTPOOYBAHOTO PO3YHHY, MO3UTUBHM
- nipupokcury rigpoxnopuny | BEPX OTPUMAaHO! MPH KiJIbKICHOMY MO3UTUBHMI
- HiaHokobanamiHy BEPX BU3HAUEHHI, YaC YTPUMYBAHHS | [O3UTUBHWI

OCHOBHUX MiKiB TIaMiHY
rinpoxaopuny | MpUACKCHHY
rizpoxnopuny Ta
uiaHoxoOanaMiHy  MOBHHHI
36iraTucs 3 4acoM yTPUMaHHsA
DikiB TIaMiHy MIAPOXJIOPHUIY ,
NiPUAOKCHHY TAPOXIIOPUAY Ta
uignokobanaminy Ha
XpOMaTOorpami po3unuy €3
TiaMiHy T1APOXIOPHLY ,
TIPUAOKCHHY TLAPOXJIOPHAY Ta
mianoxobanamiHy




-NiJOKalBY T1APOXJIOPUIY BEPX Ha xpomarorpami NO3UTUBHME
- OEH3HIIOBOTO CIUPTY BEPX BUIpOOYBAHOrO PO3UKHY, NO3UTUBHWA
OTPUMAHOI MPH KiJIbKICHOMY
BM3HAYEHHI, 4acC yTPHMYBaHHS
OCHOBHOTO Tl Ka JiAOKa{HY i
GeH3UIIOBOrO CITUPTY TOBUHHO
36irarucs 3 yacom
YTPUMYBAHHS OCHOBHOTO TTiKa
nioKaiHy i GEH3HIIOBOIrO
CIIMPTY Ha XpOMaTorpami
PO3YHHY [TOPIBHSIHHS

KinbgicHe BU3HAYEHHS

-~TIAMIHY T1APOXJIIOPUAY €9 2229 114 - 126 mr/2 mn* 117 Mr/2mn

- MPHAOKCHHY MApoxJIopuny | €9 2.2.29 95 - 105 mr/2 ma* 99 Mr/2Mn

-rianoxobanaminy €D 2220 1,14 — 1,26 mr/2 mn* 1,20 Mr/2mit

-JTi IOKALHY T1APOXJIOPHAY €D 2229 19,0 - 21,0 mr/2 mo* 20,2 Mr/2mi

-OCH3UIIOBOTO CIIMPTY €D 2229 38,0 — 42,0 mr/2 mur* 39.8 Mr/2mi
CrepuibHicTh €h26.1 MpenapaT noBUHEH byTH Bignosigact *

o CTEPNNBHUM _

Bakrepiaabhi €P26.14 <20 MO/mn <18 MO/mn

eHI0TOKCHHY

*JIimiT =(nexnaposane 3micT + crabinizyroda gpodbaska)yt 5%
**nporecrosano B Jlabop JIC CE + Co. KT, Ban Bokner
[ponykr nepeBipeHHii KOHTPOIBHO-AHATI THYHOKO Jab0paToOpi€ 0 BIAMOBLAHO N0 A1K0YO]
Caponeticbkoi apmaxornei.
vV Bumyinerno
19 KksiTHa 2024

Timo MNelnenmionnep

‘faTa, Nignuc, _
YnosHoBaxKeHa 0c0ba 3 KOHTPOJIO SKOCTI






Certificate of Release

‘Wérwag Pharma GmbH & Co. KG,

Cust

" omef - éFlugfeld -Allee 24, 71034 Boblmgen Germany
Product §M:Igamma0 solution for injection 2 ml N10in ampoules
lmpomng Country Ukraine

Marketing Authonsauon Num_gg_{_ UA/8049/02/01 |
Thiamin HCl 80 mg/ml, Pyridoxin HCI 50 mg/mi,

Strength/Potency Cyanocobalamin 0.5 mg/m, Lxdocam HCI 10 mg/m!
noéé'gé form ‘ qolut:on for mjec’uon

Package size - v ml ampoule, amber glass, labelled, OPC

ltem Number Soluphaﬁﬁ  12-BL-307

Batch Number | 40318D

Bulk Batch Number - 40318D

Date of manufacture 18 035624 |

Expu'y Date “ .”,.4..02/2027 e

Numbers and Type of Packages 26,248 pcs. in the batch

‘Name and address of Solupharm Pharmazeutische Erzeugnlsse GmbH
manufacturmg site lndustnestr 3, 34212 Melsungen Germany
Solupharm hcence N DE HE 01 MIA 2015 007} ......................

Results of analys:s‘ | v | see attached certlflcates of analysis

Comments/remarks The batch is released for export according to
Annex 16 EU GMP

I hereby certify that the above information is authentic and accurate. This batch of 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 local Regulatory Authority and with the specifications
in the Marketing Authorisation of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found

to be in compliance with GMP

No observations were made, which could have a negative influence on the quality of the product

D See attached deviation report No.:

19, APR, 2024
Melsungen, .....................L

(Quahfled person)
Hans-Jorg Wattrodt

sh



Solupharm

tharmnazeliische Drreugnisse Gmbl
industriestr, 3

34212 Melsungen

Germany

Analysenzertifikat
Certificate of Analysis

Product: Milgamma®, salution for injection 2 mi N10in ampoules

Client:

Batch-No.: 40318D

{Ukraine)

Worwag Pharma GmbH & Co. KG,
Flugfeld-Allee 24,

71034 Boblingen, Germany

Primary packaging material:
2 mi ampoule, amber glass, labelled, OPC

Spec.-No.: BL-50-R-UA /05

Mfg. date: 18.03.2024

Quality characteristic

Appearance, clarity
Appearance, colour
Visible particles

Analytical method

Ph.Eur, 2.2.1
visual control
Ph.Eur., 2.8.20

Specification

clear solution
red
practically particle free

Result

clear solution
red
practically free

Sub-visible particles Ph.Eur.,2.9.19, M 1 2 10 um max. 6000 per Amp. 52 per Amp.
2 25 ym max. 800 per Amp. 2 per Amp.
Absorption Ph.Eur., 2,225 Lmas= B47 - 559 nm 550 nm
Extractable volume Ph.Eur., 2.9.17 2.0-215mi 2.05 mi
pH-Valug Ph.Eur., 2.2.3 4448 4.6
On the chiomatogram of the tested solution oblained .
ldentity during the quantitative determination, the retention posuﬁve
CThi . N time of the main peaks of thiamine hydrochloride and 15
Th |,amm,e HC HPLG pyridoxine hydrochloride , cyanocobalatin pOS!tEVS
- Pyridoxine HC! HPLC should coincide with the retention time ot the peaks of positive
- Cyanocobalamine HPLC thiamine hydrochioride and pyridoxine hydrochloride,
cyanoeobalamin on the chromatogram of the solutior
of thiamine hydrachioride and pyridoxine hydrochloride,,
cvanoeobaligin
On the chromatogram of the tested solution obtained i
. . during the quantitative determination, the retentio Qsiive
- Lidocaine HCI HPLC hme%f the main peaks of fidocain and b:.nrzyl alm?ml pO‘SiﬁV?
- Benzy!l alcohol HPLG should coincide with the retention time of the peaks of posiive
lidocain and benzyl alcohol on the chramatagram of
SE the solution of lidocain and benzvl atcohol
Assa \
! Thi;’mme Hol P ELr. 2.2.29 114 ~ 126 mg/ 2mi* 117 mg/ 2ml
- .y atea ” %
- Pyridoxine HCI Ph.Eur. 2.2.29 ?51 p 1915;6‘191 Zmzl - 99 my/ 2m
- Cyanocobalamin Ph.Eur, 2.2.29 14 - 1.26 mgf 2ml” 1,20 mg/ 2ml
- Lidocaine HCI Ph.Eur. 2.2.29 19.0 - 21.0 my/ 2ml* 20.2 mg/ 2ml
- Benzyl alcohol Ph.Eur, 2.2.29 38.0 - 42.0 mg/ 2mi 39.8 mg/ 2ml
Test for sterility Ph.Eur., 2.6.1 complies complies™
Test for endotoxins Ph.Eur., 2.6.14 < 20 [Ufml < 18 tUfmi
* Limit = (daclared content + stability overage) + 5 %
“ested at Labor LS SE & Co. kG, Bad Bocklet
Ph.Eur.-Monographs: referance is always given to the current edition.
» e . /v’f& an
f 14, APR. 1270 TFimoPaepenmiiller
"---:g;/fégegeben nicht frelgegeben Datum, Unterschrift Leitung dér Qualititskontrolle
"""" released not releosed Date, Slgnature Head of Quality Control
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