SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

CEPTUO®UKAT AHAJIM3A I'OTOBOI'O IIPEITAPATA

IIPEITAPAT: Ha3zuBuH, cripeii Ha3aJbHbIA J03UPOBAHHBIN, 22,5 MKr/n03a, 111 Poccun

KO ITPOAYKTA: 704534

CEPHSI: 66544

JATA ITPOU3BOJACTBA: 05.2026

CEPTUDUKAT AHAJIU3A: 2872/26

HOMEP AHAJIMTUYECKOMN METOJMKH: SRAS-9WACU6.5 CPOK IT'OJJHOCTH: 04.2029

CCBIJIKA HA AHAJIU3: HopmatuBHbIi gokymMeHT 1o kadectBy JITI-Ne(011090)-(PT-RU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIAEHTA: 80823480

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHa THAPOXJIOPUT

MHH: OxcumeTra3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

Karlstrasse 15-39, 4244
Germany-32423 Minden

NCIIBITAHUSA CIIEHM®UKALINN PE3YJIbTATHBI

Onucanne IIpo3paunblif uaM MOUYTH Mpo3pauHelii pacTBop, oT| CoOTBETCTBYyET
MOYTH OECLBETHOI'O JI0 CBETIIO-KEJITOTO L[BETA.

Nnentunduxanus Bpemst  ynepxuBaHus OCHOBHOTO MHKa Ha

OxcuMeTa3o01MHA THAPOXJOPHI | XPOMAaTOrpaMMe  HCIBITYEMOTO  pPacTBOpa  JOJDKHO
COOTBETCTBOBAaTh BPEMEHH YACPKUBAaHHUS OCHOBHOTO | IloJOXKHTENBHBIN
MUKa Ha XpoMaTorpaMMe CTaHAapTHOTO pacTBopa pe3yibTaT
OKCHMETA30JIMHA TUAPOXJIOPUA, TOJYYCHHOW IIpU
KOJINYECTBEHHOM ONPEACICHHH.

Ben3ajakonus xjaopus Bpemss  ynepxuBaHus OCHOBHOTO KA Ha| [lomoxuTeabHbIN
XpoMaTorpaMMe HCIBITYEMOTO pacTBOpa JOJDKHO pe3yibTaT
COOTBETCTBOBAaTh BPEMEHH YACPKUBAHHUS OCHOBHOTO
MUKa Ha XpoMaTorpaMMe CTaHAapTHOTO pacTBopa
OCH3aIKOHUS XJIOpHU/Ia, MTOJTyYeHHOM npu
KOJIMYECTBEHHOM ONPEICTICHHN.

IIpo3paunocTh OnanecueHys mnpemapara HE JODKHA mpeBblmaTh| COOTBETCTBYET
OMajeCUEHIINIO CYyCIIeH3UH CpaBHEHus I.

IIBeTHOCTH pacTBOpa VHTeHCHBHOCTR OKpaIIMBaHUS TpemnapaTa He nobkHa| CooTBETCTBYeET
MPEBBIIATh HHTEHCHUBHOCTh OKpAIIWBAaHUS pPacTBOpa
cpaBHEHHUS Y7.

OTHocHUTe/IbHAA ILIOTHOCTH Ot 1,006 o 1,010 1,006

(d 20/20)

pH Ot 5,5 no 6,5 5,9

OcMOJISIIIBHOCTD Ot 270 mo 330 MOcm/kr 283 MOcm/kT

KoanuecTBo 103 Ha YTAKOBKY

He menee 143 nos/dnakon

165 no3/pnakon

OI[HOpOIlHOCTL MacCcChbl
JI0CTaBJIsIEMOIi 103bI

Cpennsist macca no3bl: 45 Mr+ 15 %.
OmHOPOIHOCTH MACCHI A03bI: TO/DKHA COOTBETCTBOBATH.

COOTBETCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

CEPTUO®UKAT AHAJIM3A I'OTOBOI'O IIPEITAPATA

IIPEITAPAT: Ha3zuBuH, cripeii Ha3aJbHbIA J03UPOBAHHBIN, 22,5 MKr/n03a, 111 Poccun

KO ITPOAYKTA: 704534

CEPHSI: 66544

JATA ITPOU3BOJACTBA: 05.2026

CEPTUDUKAT AHAJIU3A: 2872/26

HOMEP AHAJIMTUYECKOMN METOJMKH: SRAS-9WACU6.5 CPOK IT'OJJHOCTH: 04.2029

CCBIJIKA HA AHAJIU3: HopmatuBHbIi gokymMeHT 1o kadectBy JITI-Ne(011090)-(PT-RU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIAEHTA: 80823480

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHa THAPOXJIOPUT

MHH: OxcumeTra3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

Karlstrasse 15-39, 4244
Germany-32423 Minden

NCIIBITAHUSA CIIEHM®UKALINN PE3YJIbTATHBI
IIpumecu
[Ipmmecs A (mponykT runponnsa) | He 6omee 0,5 % <IIO
[pumecs ZP-1 He 6onee 0,5 % <IIO
Ennanganas He 6onee 0,1 % <0,1
HEUICHTH(HUITUPOBAHHAS TIPUMECH
Cymma npumecei He 6oiee 1,2 % <0,1
KosnyecTBeHHOE OnpeneeHne
OkcHuMeTa30IrHA THAPOXIOPHT Ot 475 10 525 MKT/MIJI OKCUMETA30JIMHA THAPOXIIOPUIA 498 mMKr/™M
bensankonus xmopun Ot 45 no 55 MKr/mi 6eH3aIKOHUS XJIopuaa wim ot 90 48 MKr/mi
1o 110 mxr/ma 50 % pacTBopa OCH3aIKOHMS XJI0pUAa.
Mukpo6uoaoruyeckasi YucToTa
O011ee ynciao a3poOHBIX He 60nee 10> KOE/Mn <1 KOE/mn
Mmukpoopranusmos (TAMC)
OO611ee 9rucio IPOAOKEBBIX H He 6onee 10! KOE/Mn <1 KOE/mn
miecHeBBIX rpudoB (TYMC)
Pseudomonas aeruginosa OtcyrctBHe B 1 M OTCcyTCTBYIOT/MIT
Staphylococcus aureus OrcytcrBHe B 1 M OTCYTCTBYIOT/MIT
YnakoBka ITo 10 mut (me menee 143 103 Bo ¢uiakoHe) mpemapara Bo
(makoH xopmuHeBoro ctekna Il ruaponmTHdeckoro
Kjacca C JO03UPYIOUIMM YCTPOMCTBOM H3 ILIACTHKA
(Bxiro4asi  MOJIMSTHIICH  BBICOKOH  tuiotHoctT ¢ | CooTBeTcTBYeT
STHWICHBUHMUJIALCTATOM M TOJHMITHICH  HHU3KOU
TUIOTHOCTH C TTOJIMITPOIIMIIEHOM) U HEpP)KaBEIOLIeH CTallu
Y 3aLIUTHOMN KPBIIIKOM.
ITo 1 ¢makoHy BMECTE C JIMCTKOM-BKJIAIBIIIEM B MAYK
b y A Y COOTBETCTBYET
KapTOHHYIO.
MapkupoBka Wndopmaums npusenena B Paznene 1.3.2 Mogyns 1
3asBleHMs ~ Ha  NOIydeHHEe  PerHCTpauuoHHoro| COOTBETCTBYET
yIIOCTOBEPECHHSI.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

CEPTUO®UKAT AHAJIM3A I'OTOBOI'O IIPEITAPATA

NPEIAPAT: Ha3uBuH, cripeii Ha3aabHbIH 103MPOBaHHbIN, 22,5 MKr/103a, 115 Poccun

KO MPOJAYKTA: 704534 CEPUSI: 66544

JATA TPOU3BOACTBA: 05.2026 CEPTU®UKAT AHAJIU3A: 2872/26
HOMEP AHAJIUTUYECKOM METOJIMKHU: SRAS-9WACU6.5 CPOK I'OJJHOCTH: 04.2029
CCBIJIKA HA AHAJIU3: HopmatuBHbIi gokymMeHT 1o kadectBy JITI-Ne(011090)-(PT-RU) ot 25.07.2025
BHYTPEHHUWM KO/ ITPOJYKTA KJIMEHTA: 80823480

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHa THAPOXJIOPUT

MHH: OxcumeTa3oniH

HOMEP CEPUU MTPOU3BOIUTEJISA ADC: 24272100

HOMEP CEPUU ADC ITPOU3BOJAUTEJIA I'T: 25070151

MPOU3BOAUTEJIb U CTPAHA ITPOU3BOJACTBA ADC: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus
AJIPEC TPOU3BOJUTEJISA A®DC: Karlstrasse 15-39, 42-44
Germany-32423 Minden
HUCIBITAHUA CIHEHUDPUKAIINN PE3YJIBTATbBI

Ycaosus xpanenns: [Ipu Temneparype e Boiie 25 °C.

Cpoxk roanoctu: 3 roga (-1 mecs). [Tocite mepBoro BCKpeITHA (DI1akoHa WCTIONB3YHTE TIpernapaT B TCUCHHE
12 Mecs1eB.

HaunMeHoBaHue, aipec, HOMep JIMLEH3UH HA Sofarimex-Industria Quimica e Farmacéutica, S.A., Portugal,
MPOU3BO/ICTBO IS TJIOIIAJIKY MPOU3BOACTBA Av. das Industrias — Alto do Colaride, Cacem, 2735-213,
TOTOBOTO MPOAYKTA / IJIOIIAAKH KOHTPOJISI Portugal (Homep mumenzun: F027/001/2024)

Ka4yecTBa / MJIOMAAKH BBINMYCKA MPOXYKIHH

MNPUMEYAHMUA: IIpenapar coorsercrByer HJI JITI-Ne(011090)-(PT-RU) ot 25.07.2025.

IMPUMEYAHNSA 110 CEPUHN

3asaBiaenune o ceprupukanun: «HacrosmmMm NOATBEPXKAal0, YTO  BBIIMICU3JIOKEHHAS
nH(popManus ABISETCS TOCTOBEPHOUW M TOUHOH. JlaHHAs cepus mperapaTta OblUia MPOU3BEACHA,
BKJTI0Yasl YIAKOBKY/MapKUPOBKY M KOHTPOJIb KaueCTBAa, Ha YKa3aHHOW BBIIIE TUIONIA/IKE B TOJIHOM
COOTBETCTBUU C TpeboBaHusMu Hamnexamel mpou3BOACTBEHHOW NpakTHKU EBpasuiickoro
PKOHOMHUYECKOTO COI03a U TPeOOBAaHUSMH K KAadeCTBY JICKAPCTBEHHBIX CPENCTB, a TaKKe B
COOTBETCTBUU CO cleuu(UKaUsIMU J0Che PETUCTPALMOHHOIO YAOCTOBEpEHUSI B CTpaHe-
umnoprepe. [IpoTOKOIBI MO MPOM3BOACTBY, YMAKOBKE M MCIBITAaHUSAM BEpUUIIUPOBAHBI, H
YCTaHOBJEHO HX COOTBETCTBHE TpeOoBaHusM Hajuexamield Npou3BOJCTBEHHON MPaKTUKU
EBpa3uiickoro 53KOHOMHUYECKOr0 COI03a».

AHAJIUTUK: PEIMEHMUE: Vmsepowcoeno
Cons Yauuxo JATA: 30.06.2026
M. Muec Pudeiipo YIOJHOMOYEHHOE JIMIO: /n0dnucano/
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OpuruHan Crpannma 1/1
Grupo

SOFARIMEX

Homep koHTpoJbHOI cepun: 040000043023

CEPTU®UKAT BBIITYCKA
IIpenapar: 704534 HASUBHH, 0,05 %, CIIPEI1
JO3MUPOBAHHBbIUN, 10 mn, ans Poccun
Homep cepuu: 66544
CTpaHa Ha3HAYeHMUS: Poccus
Jo3upoBKka / cogep:kanue 0CHOBHOI'O 0,5 mr/mMn
BelllecTBa:
JlekapcTBennas ¢gopma: Crpeil Ha3anbHBINA
Pa3mep u TUII yIAKOBKH: ®mnakon, 10 M
Crartyc: YTBepxkaeHo
KoanuecTBo: 97 280 enuHMIL
JarTa npousBoacTea: 25.05.2026
Cpoxk rogHocTu: 30.04.2029
CepTudukar anaausa: 2872/26
Homep auneH3nu Ha MPOU3BOACTBO: F027/001/2024
Homep cepTtudukara coorBeTcTBHA F027/S1/MH/001/2024

npou3sBoauTeisi TpeGoBanusim Hamnexkamei
NPON3BOJCTBEHHON MPAKTHKH:
Howmep perncrpaunonnoro ynocrosepenusi: JIII-Ne(011090)-(PT-RU) ot 25.07.2025
Cepus ADC (Sofarimex/IIpousBoauren) 25070151/ 24272100 OKCUMETA3OJIMHA
IT'MAPOXJIOPU/, Siegfried PharmaChemikalien Mi
Karlstrasse 15-39, 4244 32423 Minden

HacrosimuM mnoarBepkaaro, 4Tto AaHHas HHGOpMAIUs SBISETCS JIOCTOBEPHOW M TOYHOH.
VYkazanHas cepus npemnapara Obula IpoOU3Be/ieHa, BKIIOYasl YIaKOBKY M KOHTPOJIb KauecTBa, Ha
yKa3aHHOM HWXKe IUIOIIAJKe B TIOJHOM COOTBETCTBMH ¢ TpeOoBaHusMmu Hamiexameit
npou3BoacTBeHHOM npakTuku (GMP) EC u crienndukanusiMu, omucaHHBIME B PETUCTPAITMOHHOM
ynoctoBepeHuu. I[IpoToKosibl 10 TNPOU3BOACTBY, YIAKOBKE M HCIBITAHUSM IIPOBEPEHBI, U
YCTaHOBJICHO MX COOTBeTcTBHE TpeboBaHusiM GMP. Jlto0bie OTKIOHEHHUS OT YTBEPIKICHHOTO
npoliecca, €Cld TaKOBBIE MMENIHM MECTO, ObUIM TINATENbHO MPOAHAIM3UPOBAHBI U OJIOOPEHBI
YIOJIHOMOYEHHBIM [TEPCOHAJIOM.

Cepust COOTBETCTBYET BCEM TpeOyeMBbIM CHEHU(PHUKAIMIM W BBITYIIEHA A KOMMEPUYECKOM
peanu3anum.

VYkazaHHas BbIIE CEpUS COOTBETCTBYET TpPeOOBaHUSAM OE30MACHOCTH, YCTAaHOBJICHHBIM
®denepanbHbIM 3aKOHOM PD No 425-03 (moctanoBienne Ne 1556).

[Toanucek ynmoaHOMOUYEHHOTO JIUIA: B. ®PEHPE (Bepa Ppeiipe) 30.06.2026 17:17:39
Cy11ecTBEHHbIE UM KPUTHUECKHE Her
OTKJIOHCHHUS:
BBIITYINEHO 3JIEKTPOHHBIM CITOCOBOM
YIIOJIJHOMOYEHHBIM JINIIOM.
JIOKYMEHT JIEMCTBUTEJIEH BE3 IIOITUCH

**% Konery tokymeHTa ***

O06paboTaHO KOMITBIOTEPOM

Sofarimex — Industria Quimica e Farmacéutica, SA

KOpuauuecknii agpec: Av. das Industrias-Alto do Colaride, 2735-213 — Agualva-Cacém, Portugal

Tem.: 00351 214328200. dakc: 00351 214320109. D1. mouta: mail@sofarimex.pt

Peructpanmonnsiii Homep xommanuu: 501925627, Peructparmst B Kommepdeckom peectpe T. CuHTpa. YCTaBHOM
karrai: 9 000 000 eBpo



SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia

ARTICLE CODE: 704534

BATCH Ne: 66544

MANUFACTURE DATE: 05/2026

C.A.: 2872/26

ANALYTICAL PROC. N°: SRAS-9WACU6.5

EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation JM-Ne(011090)~(PT-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823480

APl NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER APl BATCH NUMBER: 25070151

APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE API MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS
ABBEarante Transparent or almost transparent, almost
PP colorless to light yellow solution. Complies
Identification
Oxymetazoline hydrochloride Retention time of the main peak in the Positive
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test.
B Ikoni hlorid Retention time of the main peak in the Positive
SOE2ONIDN CRIORCD chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram  of benzalkonium chloride
standard solution obtained in the Assay test.
Clarity The product should be not more opalescent Complies
than reference suspension .
Color of solution The product should be not more colored than Complies
reference solution Y7.
Relative density (d 20/20) From 1.006 to 1.010 1.006
pH From 5.5 t0 6.5 59
Osmolality From 270 to 330 mOsmol/ kg 283 mOsmol/Kg
Number of doses per container Not less than 143 doses/bottle. 165 doses/bottle
. . . . Average dose: 45 mg £15 %.
Uniformity of dose weight delivered (released) Uniformity of dose weight: must comply. Complies
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia

ARTICLE CODE: 704534 BATCH Ne: 66544
MANUFACTURE DATE: 05/2026 C.A.: 2872/26
ANALYTICAL PROC. N°: SRAS-9WACUG.5 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation M-Ne(011090)-(PI-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823480

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER APl BATCH NUMBER: 25070151

APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE APl MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS
Impurities
Impurity A (Hydrolysis product) Not more than 0.5%. <LD
Impurity ZP-1 Not more than 0.5%. <LD
Individual unidentified impurity Not more than 0.1%. <0.1
Total impurities Not more than 1.2%. <0.1
Assay
Oxymetazoline hydrochloride From 475 to 525 pg/mL of oxymetazoline 498 pg/ml
hydrochloride
Benzalkonium chloride From 45 to 55 pg/mL of benzalkonium chloride 48 ug/ml
or from 90 to 110 pg/ ml of a 50%
benzalkonium chloride solution.
Microbial purity
Total aerobic microbial count (TAMC) Not more than 10> CFU /ml <1CFU/ml
Total combined yeast and molds count (TYMC) Not more than 10" GFU /ml <1CFU/ml
Pseudomonas aeruginosa Absence in 1 ml Absent/m!
Staphylococcus aureus Absence in 1 ml Absent/ml
. 10 ml (at least 143 doses/bottle) of the product in
Packaging hydrolytic class Il brown glass bottle with a dosing Complies
device made of plastic (including high-density
polyethylene with ethylvinylacetate and low-
density polyethylene with polypropylene) and
stainless steel and protective cap.
1 bottle and patient information leaflet in a carton
Complies

pack.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia

ARTICLE CODE: 704534 BATCH Ne: 66544
MANUFACTURE DATE: 05/2026 C.A.: 2872/26
ANALYTICAL PROC. N°: SRAS-9WACUG.5 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation Jif-Ne(011090)-(PI-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823480

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER APl BATCH NUMBER: 25070151

APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE APl MANUFACTURER: Karlistrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS
Labeli Information is given in Section 1.3.2 of c i
abeling Module 1 of the marketing authorization omplies
application.

Storage conditions : At the temperature not more than 25°C.

Shelf life: 3 years (-1month). Use the product within 12 months after the first opening of the bottle.

Name, address, authorization No for FP manufacturing | Sofarimex-industria Quimica e Farmacéutica, S.A., Portugal, Av. das
site / Control site / Release site IndGstrias — Alto do Colaride, Cacem, 2735-213, Portugal (License
No. F027/001/2024)

REMARKS: The Product conforms to ND J1F1-Ne(011090)-(PI-RU) from 25.07.2025

BATCH REMARKS:

Declaration of certification: «| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

ANALIST DECISION: A Je dz
Soénia Chainho DATE: M%@%

M. Inés Ribeiro QUALIFIED PERSON:
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Grupo
AZEVEDOS

SOFARIMEX

Product:

Batch Number:

Destination Country:

Strenght / Potency:

Dosage Form :

Package Size and Type:
Status:

Quantity:

Manufacturing Date:

Expiry Date:

C. Analysis:

Manuf. Authorization Number:
GMP Certificate Number:
Marketing Authorization Number:

API Batch(Sofarimex/Manufacturer)

Original

Control Batch:

RELEASE CERTIFICATE

704534 NASIVIN 0,05% METERED SPRAY 10ml| RU
66544

Russia

0,5mg/ml

Nasal Spray

Bottle of 10ml
Approved

97.280 UN
25.05.2026
30.04.2029

2872/26
F027/001/2024
F027/S1/MH/001/2024

MN-Ne(0110903-(PT-RU) 0T 25.07.2025

Pagel1/1
040000043023

25070151/ 24272100 CLORIDRATO OXIMETAZOLINA, Siegfried PharmaChemikalien Mi

Karlstrasse 15-39, 42-44 32423 Minden

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the below mentioned site in full compliance with the GMP requirements of the EU and the
specifications described in the Marketing Authorization. The batch processing, packaging, and analysis records were reviewed
and found to be in compliance with Good Manufactoring Practices. Any deviations from the approved process, if any, have been
fully evaluated and approved by authorized personnel.

The batch meets all the required specifications and is released for sale.

The above mentioned batch bears safety features in line with the Russian Federal Law N° 425 FZ (decree N° 1556).

Qualified Person Signature: VFREIRE (Vera Freire) 30.06.2026 17:17:39

Major or Critical Deviations No
Remarks:

ELECTRONICALLY RELEASED BY THE QUALIFIED PERSON.
DOCUMENT VALID WITHOUT SIGNATURE.

*** End of Document* * *

Processed by computer

Sofarimex - Indistria Quimica e Farmacéutica, SA

Main Office: Av. das Industrias-Alto do Colaride, 2735-213 - Agualva-Cacém, Portugal
Phone: 00351 214328200 Fax: 00351 214320109 E-mail: mail@sofarimex.pt

Company register number: 501925627 Matricula na C.R.C de Sintra Capital: 9.000.000€




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / 66544
HassaHue fgokymeHTa

This certificate confirms that the document 66544 originally written in English was translated in
accordance with service agreement in force from English into Russian by certified interpreter, who
has sufficient experience to perform translation and verify the document. This certificate also
confirms that translation was checked for correctness and completeness against the source
document / [laHHbIin cepTudMKaT NoATBEPXKAAET, YTO DOKYMeHT 66544, nsHa4yanbHO HanWCaHHbIN
Ha aHrnuiickom s3bike, Obin nepeBefeH B COOTBETCTBMM C [E/CTBYIOLMM COrnalleHneM ob
OKa3aHWW ycnyr C aHrmuACKOro si3blka Ha PYCCKUA SI3bIK CepPTUULMPOBAHHLIM MEPEBOAYNKOM,
06nafaloLnM [OCTATOUHBIMIA HaBbIKAMW ANS OCYLLECTBIEHWUS Nepesoaa NPOBEpPKN AOKyMEHTa.
HaHHbili cepTudmkaT Takke NOATBEPKAAET, YTO NEPEBOA NPOLLEN NPOBEPKY Ha NPaBUIIbHOCTb U
MOMHOTY OTHOCUTENbHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /

. Esnokumosa Kcenus / Mepesogunk,/
MepeBop, BbINOMHEH: . /

/

Date and Signature / [ata u 03.09.26 4
noanuck 74
/7,
Translation checked for Karim Halida / Head of Quality/Contyol Department

correctness and completeness
by / TlepeBos npoBepeH Ha
NPaBUNbLHOCTb U MOMHOTY:

Date and Signature / Jata n 03.09.26
noanuce

Kapum Xanuaa / Pykosoautens Ofaema KoHtpons KavecTsa

Yy 4
//
7/




