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!
JEPXABHA CJIVIKBA 3 JUKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KAIBCBHKIM OBJACTI

npos. Ceitmugnol Hagaii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €I{PIIOY 37078774

BHCHOBOK

TIPO SIKICTH BBe3eHOro B YKpainy JikapcsKkoro 3acofy

16.02.2024 Ne 4940/24/10

(HaiiMeHyBaHHA ﬁixapcbmru- 3acoBy 3rinyo 3 peecTpallifiHuM HOCBI TYeHHM)
posunn gad in'exnii, 20 Mr/2 mu1, o 2 MA B aMITyJH; o S aMnyJ1 Ha Higaoui B KapTOHHiH
yHAKOBIII

(dopma BHIYCKY, AO3YBAHHA, BHA NAKYBAHHA TiKapCEKOTo 3acoby)

‘Homep peecrpauiiinoro nocsiguenns UA/6564/01/01 crpok il pecctpawiitnoro nocpixuenna 01.01,.2099

Cepis mixaperxoro.3aco6y Ne. D900 KinekicTs BRE3EHOrO MiKapchKoro 3acoby 1200
Brpobuuk BIOKOJEKC, ®panuis i
(HaitMenyBanHa BUpoOHHKa NiKkapcskoTO 3acoly, Kpaila NOXOKKeHHA)
Baeseno  Yipainy ChisibHe yRPAIHCHKO0-€CTOHCLKE MiANpPHEMETBO Y opMi ToBapHCcTBa
3 0OMexeHo10 Bixnosinansuicrio "OnriMa-Papm, JITH", inent. kox:
21642228

(HafimenyBanna Ta Kox 3a €APIIOY ropuaudnoi ocody abo npiserite, iM'A, MO GATHKOBI hiznunol
ocobH - niAnpHEMI, i MicIie MPOXHBAHHA Ta peccTpaniitnit HoMep o6ikoBoT KapTKH THIATHHURA
noAaTKIB a0 cepid Ta HOMEP facnopTa)

TIporokon eisyansioro korrpoio sin 13.02.2024 Ne 0037/1.

3a. pesynbraTaMu JIEpKABHOTO KOHTPONIO BCTAHOBNCHO, MO~ JUKAPCEKMI 3a¢i6 BBe3eHo B Vkpainy 3
AOTPUMAHHAM BHMOT 3aKOHOLABCTBA IOKO 3a6€3TeYeHHA AKOCTT TIKAPCHKHX 3ac00iB,

Jpmna Hanasadt

T (miuiaas T oplmne)



CEPTH®IKAT AKOCTI/CERTIFICATE OF ANALYSIS

Jlixapcskuii 3acib: HEDA/IBINUK, pozyun ons in'exuiti 20 m2/2 M
Drug product: NEFALGIC, solution for injection 20 mp/2 mi
Hiwua pevoguna: 1 amnyna micnums neonamy ziopoxaopudy 20 mz
Active ingredient: 1 ampoule contains nefopam hydrochloride 20 mg
Homep cepii / Batch number D968

Hama eupobuuymea / Date of Manufacturing Jul 2023

Tepmin npuoamnuocmni / Expiry date Jul 2026

Poimip cepii / Batch size 35 402 ynaxosox/packs

Posmip ma mun naxyeanusa / Package size and

ype:

ynakoeui

no 2 Mn posuuny ¢ amnyai. o 5 amnya na niddoni y kapmonulii

2 mlin ampoule. 5 ampoules on pallet in carton box

Cura }iirz'aﬁmhé'ﬂiémb: / Strength/potency:

20 m2/2 mn nehonasy zidpoxiopudy
20 mg/2 ml nefopam hydrochloride

Jixkapcoka hopma / Dasaggarmi |

po3uun ona in'exulil / solution for injection

Peecmpayitine noceiouenns /
Marketing Authorization No.

UA/6564/01/01

Bupoionux, kpaina / Manufucturer, country:

BIOKOJEKC, ®panuin/ JETbOAPM TYP, Dpannis

Ananiz sukonanuii y gionoeionecmi oo cneyudixauil supoduuka
The analysis is performed according to the specification of manufacturer

Tecmu (Tests) Bumozu cneynghixaiy Hocunanna Pesyremamu
1 (Specification requirements) (References) (Results)
| Onuc Amnyny, wo micmante be3bapenuii npo3opuil Bizyanvna oyinxa
| Description pozuun bez sanaxy. Visual assessment. Bidnocidas
Ampoules containing an odorless, colovless
i transparent solution. Corresponids .
Mexaniuni siotiouenna: He 6invwe 6000 vacmurok posmipom = 10 mim i

| Heaudumi uacmxu

Particulate
| contamination; invisible
particles

ne binbue 600 yvacmurox posmipom > 25 ymxnm /
KOoHmelinep

Not.more than 6000 particles in size > 10 um and
not more than 600 particles in size > 25 um/
container

Fep.Dapm. 2.9.19

Ph, Eur. 2.9.1¢

Coiresponds

Eﬁ@naaf&m:

Inauenue pH 3,2-5,6 Eap. @ﬁsz... 223

\pH Ph. Eur. 2.2.3 5.4
O6’er, wio sumsizacmeca | 2,0 — 2,3 mn Eep. @apm. 2.9.17 2.1 mi
Extractable volume 20 —23mi Ph. Eur. 2.9.17 2. D
Ocmoanienicmy 255-283 mOcm/ie Eep. @apm. 2.2.35 239 mGem/lig
Osmolality 255-283 mQOcm/kg 1 Ph. Eur. 2.2. 35 239 mOcnmlxz
Ioenmudinanin HYac  ympumyeanns  niky  wedhonamy  ma | Bnympzww ‘_Eﬁs"énosi&aﬁ
negonamy 2idpoxaopudy | xpomamozpami  unpobyeanozo  posuuNy Mac | monozpagis, BEPX/ |

Identification of nefopain

hydrochioride

‘chromatogram of
“correspond  io
~corresponding peak on the chromatogram of the
| standard solution

8i0noGioamy 4acy ympumyeanus §idnogionozo rnixy
HA XPOMAMOopami Cmangapmuoz0 po3uuny

The retention time of the nefopam peak on the
the test solution should

the retention time of the

Eep.Papm 2.2.29

In-house, HPLC'/

Ph.Eur 2.2.29

| Corvesponds

Buﬁpaﬁyéaum na
wucmomy / Purity test

[TIpadyxmu posnady
Degradation products:

- ouon / diol

- benzanmid / benzamide

Buympiwn
Monozpapia, BEPX /

Cmepunshicms
Sterility

.03

C06%: (mim)

5% m/a)

Hidnosioae
Corresponds




BIOCODEX

baxkmepianoni He binvuwee 150 EO/mn Eep.Dapm. 2.6.14, 75 BEUml

eHOomoKCURY Not more 150 EU/ml Memod A 75 EOhun

Bacterial endotoxins - Ph. Eur. 2.6.14,

) N | mehodA

Kinoxicne susnauennn Buwympiwns

Bmicm neghonamy | Mownoepagiz, BEPX /

2iIODOXAOPUOY - 18,6-21,4 m2/2 mn Eep.Dapm 2.2.29 19,8 a12/2 s

Assay of nefopam i - |

hydrochloride 1 18,6-21,4 mg/2 ml In-house, HPLC / 196 mgi2 mil
o N Ph . Eur 2.2.29 |

HalimeHyBars, MiCUE3HAXOUKSHHS Ta HOMEPH MlCH3ilt BCIX AUIBHIIG 3 BUPOOHHITTEA Ta KOHTPOIIO AKOCT / Name,
location and numbers of Manufacturing licenses of all manufacturing sites and quality control:

. Bupobruymso / manufacturing

AESIbDPAPM TYP, syn. Ilon Jlanoicesen, 37170 LHIAMEPEH JIE TYP, ®panyis

DELPHARM TOURS, rue Paul Langevin, 37170 CHAMBRAY LES TOURS, France

Hiyensusn (Manufacturing license) No. M15/291

. Bunyck cepii / batch release |

BIOKONEKC, 1 Asento Baez Ilacxkans, 60000 boge, @panyin
BIOCODEX, I.avenue Blaise Pascal, 60000 Beauvais, France
Hiyensus (Manufacturing license} No. M20/09¢

Cepradixar sianosingocti GMP mns BCIX NiMBHAIG 3 BAPOGHHIITEA Ta KOHTPOTO AKocTi / Certificate of GMP
compliance for all manufacturing sites and guality control:

. Bupobruymeo / manufacturing |
MEIEQAPM TYP, syn. Hon Jlarcesen, 37170 IUAMEPEH JIE TYP, ®panyin

DELPHARM TOURS, rue Paul Langevin, 37170 CHAMBRAY LES TOURS, France

CepTrdikar sinnosinaocti GMP Ne /. Certificate of GMP compliance No.: 2019/HPF/FR/276

. Bunyck cepii / batch release

BIOKOHEKC, 1 Asento Baes Hackans, 60000 Fose, ®panjiz

BIOCODEX, 1 avenue Blaise Pascal, 60000 Beauvais, France

Cepudixar sinosinuocri GMP Ne / Certificate of GMP compliarice No.: 2022 HPF FR 150

Texnonozis 6upoGHUYMEa, KOUMPORO AKOCMI Ma 8UNYCKy Cepil. D908 Rikapcekozo 3acoby HE@ATBXKHK, po3vuiy dna.
in'exyit 20 m2/2 ma, no 2 mn posunny ¢ amnyii. o 5 amMnya ia nioooui y xapmonuiii ynaxesyi, GMP cmandapman.
gionoegioae.

(Manufaciuring process, quality control and release of ihe baich No D900 of the product NEFALGIC, solition for
injection 20 mg/2 ml, 2 ml in ampoule.. 5 ampoules on pallet in carton box comply with GMP standards.

Cnpagxcrin 3aceiduyio, wo nagedena auwe inghopmayin e dOCMOBIpHOI | MOYHOIO.
Ia cepia npodykyii HEQAITRXHK byra suzomoenrena i xonmpons i1 axocmi Gye nposedenuii Ha eumesKaIanux
BUpOOHIIX OlbHupix y noeniu gidnosidnocmi 3 sumozamu GMP, axi ecmanoceneni micyesumi PeYASMOpHUMU OP2aHAMY,

may sionosioHoCmi I3 cneyuirayicio, AKa 3HAXOOUNMBCA @ peccmpayiiomy docve. Ilpomokonu supobnuymea, ynaxoexu
I auanisie oyau pozensanymi i gionogionicme GMP nidmsepdmcena.

1 hereby confirm that the abovementioned information is true and correct. | | )
These batch of product NEFALGIC are manufactured and their quality control is carvied out in the abovementioned
manufacturing area in full compliance with the GMP requirements set by the local regulatory authority and in accordance

with the specification located in the.registration dossier. Protocols of manufacturing, packaging and tests were analyzed
and their GMP compliance were confirmed.

VYnosnoeancena ocoba / Qualified person | g S
Hama(date} g% )

-Name, signature, stamp




