TEKJAPAITASA O COOTBETCTBUM

JEKJIAPAHT, IPUHUMAJOLIHIA JEKTAPAIIAIO O COOTBETCTBHMM

000 "Tega"

Ceedenun o pecucmpayuu opeanusayuu: Mesicpationnan urcnhexyus Dedepansroli Hano2060i cayxncoot Ne 46 no
2 Mockee 01,01.2008, OT'PH 1027739033024, dama npuceoenun OT'PH 01.08.2002.

Aodpec: 115054, 2, Mockea, yn. Banoeas, 0. 35, Teneghon: 8 (493) 644-22-34.

B nuye: I'enepanvrozo dupexmopa 3pux Powe

Hosepennoe nuyo: Maxcumeosa JI.A., dosepennocme T-846 om 23.10.2018

SASABJISIET, YTO

nexapcmsernoe cpedcmeo. Adpuarnon kanm asanciste 10 mn, raxon-kanensruter (1), .nauku kapmonnsie, PY
Me 1T N013655/01 om 14.03.2008 (Qama nepeoghopmnenun PY 09.03.2016), cepus 1811628, napmus: 19089
ynarogox, 20den do 30.09.2021, npoussodcrisa AO X®3 "3opaene"-Jleckosay, Cepbus, Braiixoea 199, 16000
Jeckosay koo OKIIN]2 21.20.10.251, koo TH B3 3004900002, xorimpaxm Ne 72 om 31,08.2016, uneoiic Ne
90038898 om 19.12.2018

COOTBETCTBYET TPEBOBAHMSIM

11 NOI3655/01-090316 uam. Ne

JEKJAPATIUS ITPUHATA HA OCHOBAHHU

npomoxon ucnsimanuti Ne 841 om 15.01,2019 Jlabopamoprwui yenmp OO0 "LIKK OHL]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmtihuxam POCC RS.PM15,C71758 om 15.01.2019

JAATA TIPHHSATHS1 NEKJIAPALIVH 15.01.2019
JEKJAPAIS TEACTBHTELHA JIO 30.09.2021

W’—w ' Maxcyumona JLA.
MOMTHCH OO
CBEJEHHA O PEIUCTPAIIAN

OPT'AH 110 CEPTHOHKAIHU, SAPETHCTPHPOBABUINI TEKJIAPALTUIO
POCC RU.0001.11®0M15 OPIAH IO CEPTHOHKALIHH ITPONYKIIHH OBLIECTBO C
OIPAHHYEHHOM OTBETCTBEHHOCTHIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",
adpec opaanusayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, sm. 5, nom. 1, kam. 1., adpec opzana no
cepmudburayuu: 143581, Mockoeckan ofinacmy, Hempurckuii patiow, Oep. Jlewroso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-caiim: oyxx.pd. ‘

IAPALIES B EHOTBETCTBHY 3APETUCTPUPOBAHA X POCCRU}I—RS‘.<DMIS.408290/I9
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‘3aperroBckas H.A.
Pyxosomurens OC
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Name of Product

Adrianol for adults nasal drops 10ml

1 Authorization number
7 Eudra GMP reference number
GMP Compliance

or certificate of

Strength / Potency 10ml
Dosage Form Nasal drops
Pack size and type Bottle , 19.082 pcs
Country . Russia
Marketing authorization number N013655/01
Batch number 1811628 /1810323
Date of Manufacturing 10.2018. )
Date of Packaging 19.11.18.
Expiry date 09.2021.
API Manufacturing site: ‘[Fenilefrin hidrohlorid
1 Name alladi Drugs & Pharm. Ltd (Unit 3)
- Addres_s . IiI\DAI«'.)t no. 7%9& 7C, Sipot- Industrial Complex,
1 Authorization number Ranipet 632403, Tamil Nadu, India
71 Eudra GMP reference number or certificate of GMP
Compliance n/a
API Manufacturing site: Lerimazolin hidrohlorid
77 Name FHI Zdravije AD,
71 Address Viajkova 199 ,16000 Leskovac, Serbia

Bulk Manufacturing site :
7 Name

71 Address
71 Authorization number

FH! Zdravije AD,
Vlajkova 199 ,16000 Leskovac, Serbia
515-04-09657/2017-11

7 Eudra GMP reference number or certificate of GMP
Compliance MT/006HM/2018 i
Packaging site : FHI Zdravije AD,
1 Name Viaikova 199 ,16000 Leskovac, Serbia
1 Address
7 Authorization number 915-04-09657/2017-11
1 Eudra GMP reference number or certificate of GMP

Compliance

f\d T/006HM/2018

Copying of blank form is allowed
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Number/Version: Document name:

ZP.SKK.254/2.0 Batch Release Certificate
[Testing site « )
~ Name FHI Zdravlje AD,
Address Vlajkova 199 ,16000 Leskovac, Serbia

Authorization number
Eudra GMP reference number or certificate of GMP
Compliance

a4 1 1

MT/006HM/2018

515-04-09657/2017-11

Batch release site;
1 Name
1 Address

|FH1 Zdravlje AD,

Vlajkova 199 ,16000 Leskovac, Serbia

e Authorization number
o Eudra GMP reference number or certificate of
GMP Compliance

515-04-09657/2017-11

MT/006HM/2018

Reference of Certificate of analysis

Refer to a separate CoA which must be dated,
signed and attached to this certificate :

Artwork reference number / version

s PIL

e Label
o Blister
s Box

il

_abel
Blister/foil
Box

AAAKO715
AAAJ4479
n/a
AAAJ4480

Finished product Storage conditions

Do not store above 25°C

Deviation reference (where applicable)

n/a

Statement

| hereby certify that the above information is authentic and accurate. This batch of product have
been manufactured including packaging/Labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the locai Regulatory authority and with the
specifications in the Marketing authorization of the country. The batch processing, packaging and

.analysis records were reviewed and found to be in compliance with GMP

Name and position/title of person authorizing
the batch release

Tatjana Mlljkovic ,QP

| Signature of person authorizing the batch
| release

Date of signature

a7

L Copying of blank form Is allowed
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Actavis

- “Tal: +381716 202000 Zdravlje AD Leskovac
Fax: +381 16 254 125 Viajkova 189
info_operations@actavis.rs 16000 Laskovac
www.actavis.rs Srbija
Reg. br: 07204817 PIB: 100330231

PDV: 127728720

CRATOP KAARGTRA CEPTUOUKAT AHAJM3A
Mavepuan 190338 AppuaHon® Kanmy Ha3anbHble 10Mn
Cepua 11811628
PuiHok : Pocewitckas depepauva Konuuecteo/Ho.ynak.  :19.089 WT
Ho.npeanucanun ana nccnegosanuA : P.85979 [arta npousBoacrea : 10/2018.
[Qara ananmnaa :06.12.18. Cpox rogHocTH 1 09/2021.
MapameTphki TpeGoBaumnA Kavecrsa Peaynutar
Onucanue MpoapavHyI, BecuBeTHLIA UM Crerka enToBaTLHIA pacTaap.
BrnayansHbifi Cooreercteyer
MNognuHHOCTL dierunacbpuHa mapoxopun,  BAXX
Bpems yAep MBaHKA OCHOBHLIX NUKOB HA XPOMATOrPAMME MCNLITYEMOro pacTeopa
{oxono 2,5 MWH) AONKHO COOTBETCTEOBATL BPEMEHN YASPKMBAHVA VKOS ’
teHnadipiia Ha XpoMaTorpaMme CTAHAAPTHArO PAcTEOpa. (CM. paspen
«KonuyecrseHHoe onpenencHnes») Cooreetcrayer
MoanUHHOCTL NepUMAa3omUHa Mapoxnopy,  BOMXX
Bpema yaepxUBaHUA OCHOBHBIX NMKOB HA XPOMATOIPAMMS HCNLITYEMOrO pacTeopa
(0kONO 1G MMH) QOMKHO COOTRATETEOBATh BPEMEHM YABPHVBAHKA NHKOB
NnepyMaloNuHa Ha XPOMATOrPaMMe CTaHRapTHOrO PAacTBROPa. (Cv. pasaen
«KonwsecTaeHHoe onpeneneHman) CooTaetcTayer
MogmnHocTs GeHAaNKoHKA xnopuaa B3IX
Bpemn YASPKMBAHMA OCHOBHBIX MTAKOB Ha XPOMATOMPAMME MCTILITYEMOTO pacTeopa
(okono 2 MK ¥ 3,5 MIH) DOMHKHO COOTBETCTECRATE BpEMEHN YREPHUBAHUA
NMKOBGERIANKOHUS XIIOPUAA Ha XPOMATOrPAMME CTAHAAPTHOTO PacTaopa. (oM.
paspen «KonuwecTseHHoe onpepeneHner) Coorsertcrayer
OfteM conepkuMoro ynaxkosku CpenuHui aBvem fomieH GbiTb HE MeHee HOMUHANEHOT.
O6veM npenapata B OTAGNEHOM hIaKOHE He AOMKEK OTIMHATLCS O CReaHaro
Gonee 4eM Ha & 5%,
Q6 neMHbIA
HE MEHes 10,00 Mn 10,04
pH Eap.®. umm I'e XNl
4,00 5,00 4,60
MNpoapayrocts CTensHy OnanecusHLMi HE AOIDKHA NPEBbILGTE STANAHHYIO cycneHamo I,
Eep.®. Cooreercreyer
TMoBoi nAeHTUGKUMPOBAHHOR NpAMEcH BIXX
He Bonee 0,50 % He obHapyxeHo
EAvHA4HOR HeupeHTUdMUMpOBaHHOA NpyMacH BIMKX
He Bonea 0,50 % He oBHapyxeHo
Cymma npumeceii BIMX
He Gonee 1,00 % He oBHapyxeHo
Konmeér.onpenen.@eumacppuua ridpoxnoprg BIXX
0,900 1,100 mr/an 0,977
Konuuecr.onpen.flepumasonuHa rugpoxnopua BIXX
1,350 1,650 mMr/mn 1,471
Kommecr.onpepen. Benaanxkoxua xnopua BIXX
0,18 0,22 Mrimn 0,18
MukpoBuororiueckan YMcToTa Kateropusn 2
Eap. @, vnw ' XIII CoeorsetcTeyet

ZP.SKK.088/5.0 CTPAHWLIBL: 1 OT 2



' J h Tt e T T eETsa81 16203000 Zdravije'AD Leskovac
A Fax: +381 16 254 125 Viajkova 199

Info_operations@actavis.rs 16000 Leskovac

b ° L
Actavis asiasre SR sanzar

PDV: 127728720

CEKTOP KAYECTBA
CEPTUOPUKAT AHAJTU3A

Marepuan 190338 Agpvanon® kannu HasaneHLie 10mMn
Cepun : 1811628
MapameTpti TpebGoBaHuA kavecrTsa PeaynbTar
Ynaxogxa Mo 10 Mn 8o hnakoH-KanenLHKLY M3 MONMITHNENE BLICOKOR MOTHOCTH

C HaBUHYMBAEMOM KPLILLKOA M3 MONUATANBHA BLICOKONA NNOTHOCTH,

Mo 1 chnakoHy € UHCTPYKUKEN NO NPYMEHBHMWIO B KAPTOHHYIC NAYKY. CooTteeTcTBysT
XpaHeHue py Temnepatype He Bbiwe 25°C Coorteetcrayer
Cpok roaHocTH 3ropa CooTeevereyer

Ouenka PA3PELUEHHO

TexHU4YecKun copaboTHUK j\ %ﬁfUJ//D'QL{;/MJam /W 128
KesanuthuumponanHoe nuuo ﬁ[u“'tw@uf@"&'n%m PLI ' /2 [ g -

( Tatjana Miljkovic )

ZP,SKK.088/5.0 CTPAHWLIBI: 2 OT 2
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'ﬁmosepemm .nelcap_m_ pernoro upenapara: {Chemical Industry, Vs o
Vlajkova 199, 16000 Leskoyac, Serbi

\.\Z\a

MMEHOBAHKE NEKAPCTBEHHOIC

, Aupnanﬁdn@

Viea 0] oezuena'reu'rosanuoe, Hin ;
' f’ﬁimpoaoqune, HIIH: XHMAYECKOe
HMBI!OBEHHP. ne:mpcme:mnru npenapam.

Kal'l.l'IH HM&HLHHB

B nexapmeuuoro cpeacTsa
TBEHHLIN I KOAMMECTBEHRBI COCTAB neﬁc‘mymmnx H BCI‘[DMOI‘BTEJI]:HHX nemem)

cﬂnnsq)gnm ra,z;puxmpun 1. .0 Mr/ma, nepnmasonuﬁa runpoxnopu:.( 1.5 mr/mm,
vacu?mofi’fm bie BENlECTBA (Memnuem:onosa M:H:B. 10000*2 90 MI‘fMJ'I Gel-xsa.nkounﬂ xnop'sm
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