Grupo

SOFARIMEX

I[Ipenapar:
Howmep cepumn:
CTtpaHa Ha3HAYeHUs:

Jlo3upoBKa / coaep:kaHue OCHOBHOTO

BellecTBa:
JlekapcrBenHasi popma:
Pasmep u THII yTAKOBKH:

OpuruHan Crpanuma 1/ 1
Homep kouTpoabHoii cepuu: 040000043305

CEPTU®UKAT BbIITYCKA

704532 HABUBUH, 0,05 %, C [IUITETKOM, 10 mu, ais Poccun
66677
Poccus

0,5 mMr/mi
Crpeit Ha3anbHBIN
®nakoH, 10 M

Craryc: YTBepxKICHO

KonauuectBo: 48 800 equHuUI

JlaTta npou3BojCTBA: 19.06.2026

JaTa ucreyeHusi CpoOKa roAHOCTH: 31.05.2029

CepTtuduxar anaausza: 2880/26

Homep Ju1eH3MH HA POU3BOACTBO: F027/001/2024

Homep cepTudukara cooTBeTCTBUS

NMPOU3BOINTEIA TPEOOBAHUAM

Hannexaieil npon3BoACcTBEeHHOM

NMPAKTUKHU: F027/S1/MH/001/2024

Homep perucTpanaoHHOT0

YOCTOBEPEHHUS: JIII-Ne(011094)-(PI'-RU) ot 25.07.2025
Cepust A®C 25070151/24272100 OKCUMETA3OJIMHA TUJIPOXJIOPU/I,

(Sofarimex/IIpousBoauTesin) Siegfried PharmaChemikalien Mi Karlstrasse 15-39, 42-44 32423

Minden

HacrosimuM moaTBEpKaar0, 4YTO BBIMICH3IOKCHHAS WH()OPMAIHS SIBISETCS JTOCTOBEPHOU U
TOYHOH. YKa3zaHHas cepusi Mpemapara Oblla MPOW3BENIEHA, BKIIOYas YMAaKOBKY M KOHTPOIIb
KauecTBa, Ha YKa3aHHOW HIDKE IUIOMIAJKE B TIOJHOM COOTBETCTBUU C TPEOOBAHUSIMU
Hannexamelt mpousBonactBeHHoi npaktuku (GMP) EC u cnemnudukanusMu, onMCcaHHBIMU B
pETUCTPALIMOHHOM YJIOCTOBEpEHUH. [IpOTOKOJBI MO MPOU3BOJCTBY, YHNAKOBKE M MCIBITAHUSIM
MPOBEPEHBI, U YCTAHOBJIEHO UX cooTBeTcTBUE TpeOoBaHusM GMP. Jl1oOble OTKIIOHEHHS OT
YTBEPKJICHHOTO MPOIECCa, €CJIM TAKOBBIE UMEJIM MECTO, OBLITN TIIATEIHHO MPOAHATU3UPOBAHBI U
0J100peHBI YIIOJTHOMOYEHHBIM ITEPCOHATIOM.

Cepusi COOTBETCTBYET BCEM TpeOyeMbIM ClEeUM(PUKAIUAM U BbIIYLIEHA I KOMMEpPUYECKOMH
peanu3anum.

VYka3zaHHas BbIIlIE CEPUS COOTBETCTBYET TpeOOBaHMSIM O€30MacHOCTH, YCTAaHOBJICHHBIM
®enepanbHbIM 3aKOHOM PD Ne 425-D3 (moctanosnenue Ne 1556).

[Toamucey ymoaTHOMOUYEHHOTO JIHIIA: VFREIRE (Bepa ®peiipe) 30.06.2026 17:39:49
Cyl1ecTBEHHbIE WM KPUTHYECKUE
OTKJIOHEHHUS Her
IIpumeyanus: BBIITYINEHO 3JIEKTPOHHBIM CITOCOBOM
YITOJIHOMOYEHHBIM JIMIIOM JOKYMEHT
JIEMCTBUTEJIEH BE3 ITOJIITMCH

*** Koner mokymeHra ***

O06paboTaHO KOMITBIOTEPOM

Sofarimex - Industria Quimica e Farmacéutica, SA

FOpuanyecknii agpec: Av. das Industrias-Alto do Colaride, 2735-213 - Agualva-Cacém, [Topryranms

Ten.: 00351 214328200 Paxc: 00351 214320109 Da. nouta: mail@sofarimex.pt

Peructpaunonnsiii Homep kommanuu: 501925627 Peructpauus B Kommepueckom peectpe r. CunTpa YcTaBHOI
karutai: 9 000 000 eBpo



SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUO®UKAT AHAJIM3A T'OTOBOT'O ITPEITAPATA

IPEIAPAT: Ha3uBuH, 0,05 %, kanju Ha3aabHble, Poccus

KOJ ITPEITAPATA: 704532 HOMEP CEPHM: 66677

JATA ITPOU3BOJCTBA: 06.2026 CEPTUO®UKAT AHAJIM3A: 2880/26
HOMEP AHAJIMTUYECKOMW METO/IUKH: SRAS- JATA HCTEYEHUSA CPOKA T'OAHOCTH:
IWACUSG.5 05.2029

AHAJINTHYECKAS CCBIJIKA: HopmatuBHbIi mokyMeHT o kadecTBy JIIT-Ne(011094)-(PT-RU) ot
25.07.2025

BHYTPEHHUM KOJI MPOJYKTA KJIMEHTA: 80823481

HAMMEHOBAHMUE A®C: OxcumeTa30JIMHA THIPOXJIOPHT

MHH: OxcuMeTa3oinH

HOMEP CEPUH TPOU3BOJUTEJISI A®C: 24272100

HOMEP CEPUU A®C TPOU3BOIUTEJIA I'T: 25070151

MPOU3BOJIUTEJb U CTPAHA ITPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC MPOU3BOJUTEJISA ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

HNCIIBITAHUA CIHEIIMOUKALINHN PE3YJIbTATDBI

Onucanue IIpo3paunblii WM MOYTH MPO3PAYHBIN
pactBop, oT mnoutH OecuBerHoro mao| CooTBeTCTBYET
CBETJIO-KEJITOT0 IIBETA.

Nnentudguxanus
OxcuMeTa30JMHA THAPOXJIOPH]L Bpewms ynepuBaHHs OCHOBHOTO IHKa Ha
XpoMaTorpamme MCHBITYEMOI'O pacTBOpa
JIOJDKHO ~ COOTBETCTBOBATh  BPEMEHHU
yAEpKUBaHUS OCHOBHOro nuka Ha| [lonoxxurenbHbIN
XpOMaTorpaMMe CTaHAapTHOTO pacTBOpa pe3ynbTar
OKCHMETAa30JIMHA TUAPOXJIOPUAA,
MOJIYyYEHHON  IpU  KOJIMYECTBEHHOM
ONpeeNICHU Y.

Benzajakonus xaopusu Bpewms yaep:kuBaHHsI OCHOBHOI'O [TMKa Ha
XpomaTorpamme MCHBITYEMOI'O pacTBOpa
JIOJDKHO ~ COOTBETCTBOBAaTb  BPEMEHHU
yIEpKUBaHUS OCHOBHOTO TMHKa Ha
XpomaTorpamme CTaHJIapTHOTO pacTBOpa
OCH3JIKOHUS XJIOpU/A, MTOJYISHHOH Tpu
KOJIMYECTBEHHOM OMNpE/ICICHUN.

ITonmoxxuTenbHbIN
pe3ynbTat

IIpo3pauHocTh OnanecueHiusl TmpemapaTa He J0JDKHA
MPEBHIATh OMAJICCICHIIMIO CYCICH3HU CooTBeTCTBYET
cpaBHeHHS 1/BOJIBI OUHIIICHHOIA.

LBeTHOCTH pacTBOpa [Ipemapar momkeH OBITH OECIBETHBIM
WIM  CONOCTaBUMBIM ¢  pactBOopoM | CoOOTBETCTBYET
cpaBHeHHS Y7.

OTtHocuTtebHas WIOTHOCTH (d 20/20) Ot 1,006 1o 1,010 1,007
pH Ot 5,5 510 6,5 5,9
OcMOJISAJIBHOCTD Ot 270 1o 330 MOcMOIIB/KT 286 MOCMOIIB/KT

Ycaosus xpanenus: [Ipu temneparype He Boiie 25 °C.

Cpoxk roanoctn: 3 rozna (—1 mecs). [Tocne nepBoro BCKpbITHs (JlaKOHa UCTIONB3YHTE Mpenapar B TeUCHHE
12 mecsues.

HaumenoBanue, agpec, HoMep JMIEH3UH Ha
MPOU3BO/JCTBO /sl IUIOIIAJAKU TMPOU3BOACTBA
rOTOBOT0 MPOAYKTa / IJIOIIAAKH KOHTPOJISI
KayecTBa / IJIOIAJAKH BbINMYCKA MPOAYKIHHU

Sofarimex-Industria Quimica e Farmacéutica, S.A., Portugal,
Av. das Industrias - Alto do Colaride, Cacem, 2735-213,
IMopryranus (Homep aunenzun: F027/001/2024)

MNPUMEYAHMUSA: [Tpemapat coorBerctByeT HJI JITT-Ne(011094)-(PT'-RU) ot 25.07.2025.

INPUMEYAHMUSA 11O CEPUH
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUDPUKAT AHAJIN3A TOTOBOI'O ITPEITAPATA
IPEIAPAT: Ha3uBuH, 0,05 %, kanju Ha3ajabHble, Poccus

KOJ ITPEITAPATA: 704532 HOMEP CEPHM: 66677

JATA ITPOU3BOJCTBA: 06.2026 CEPTUO®UKAT AHAJIM3A: 2880/26
HOMEP AHAJIMTUYECKOMW METO/IUKH: SRAS- JATA HCTEYEHHUSA CPOKA
IWACUSG.5 IrOAHOCTH: 05.2029

AHAJINTHYECKAS CCBIJIKA: HopmatuBHbIi mokyMeHT o kadecTBy JIIT-Ne(011094)-(PT-RU) ot
25.07.2025
BHYTPEHHUM KOJ ITPOJAYKTA KJIMEHTA: 80823481
HAMMEHOBAHMUE A®C: OxcumeTa30JIMHA THIPOXJIOPHT
MHH: OxcuMeTa30IiH
HOMEP CEPUM ITPOU3BOJUTEJIS ADC: 24272100
HOMEP CEPUU A®C TPOU3ZBOAUTEJIS I'T: 25070151
MPOU3BOJIUTEJb U CTPAHA ITPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus
AJPEC MPOU3BOJAUTEJA ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

3asiBieHue o0 ceprupukanmu: «Hacrosmum nNoATBEp)KIar, UYTO  BBIIEU3JIOKEHHAs
uH(pOpMAaIIUs SBJISICTCS JTOCTOBEPHON M TOYHOH. JlaHHas cepus mpenapara Oblia IPOU3BENCHA,
BKJIIOYas YINAaKOBKY/MAapKUPOBKY M KOHTPOJIb KauecTBa, Ha YKa3aHHOM BbIIIE IUJIOLIAJIKE B
IIOJIHOM COOTBETCTBUM C TpeboBaHusaMu Hajuiexamield mNpouU3BOJACTBEHHOW IPaKTHUKU
EBpazuiickoro 3KOHOMUYECKOI0 CO103a U TPEOOBAaHUAMHU K Ka4eCTBY JIEKAPCTBEHHBIX CPE/CTB, a
TaKK€ B COOTBETCTBUM CO CHEHU(PUKAIUSAMU JOChE PETUCTPALMOHHOTO YJIOCTOBEPEHUS B
cTpane-umnoprepe. [IpoTokosbl 0 MPOU3BOACTBY, YIAKOBKE M MUCIBITAHUSIM BEpUPHUIIMPOBAHBI,
U YCTaHOBJIEHO UX COOTBETCTBUE TpeOoBaHMsAM Hannexaieil mpou3BOACTBEHHON NPAKTHKU
EBpa3uiickoro 53KOHOMHUYECKOT0 COI03a».

AHAJINTHUK: PEIIEHUE: Ymeepoicoero

Const Yannxo JATA: 30.06.2026

Kyan Meno YHOOJHOMOYEHHOE JIMNO: /noonucaro/
2/2
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Grupo
AZEVEDOS

SOFARIMEKX

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:

APl Batch(Sofarimex/Manufacturer)

| 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

Original

Control Batch:

RELEASE CERTIFICATE

704532 NASIVIN 0,05% PIPETTE 10ml RU
66677

Russia

0,5mg/ml

Nasal Drops

Bottle of 10ml
Approved

48.800 UN

19.06.2026
31.05.2029

2880/26
F027/001/2024
F027/S1/MH/001/2024

NN-Ne(011094)-(PT-RU) ot 25.07.2025

Page 1/ 1
040000043305

25070151/ 24272100 CLORIDRATO OXIMETAZOLINA, Siegfried PharmaChemikalien Mi

Karlstrasse 15-39, 42-44 32423 Minden

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:

Major or Critical Deviations

Remarks:

VFREIRE (Vera Freire) 30.06.2026 17:39:49

No

ELECTRONICALLY RELEASED BY THE QUALIFIED PERSON.

Processed by computer

DOCUMENT VALID WITHOUT SIGNATURE.

*** End of Document®* * *

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: 9.000.0006



SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.05 % Russia

ARTICLE CODE: 704532 BATCH Ne: 66677
MANUFACTURE DATE: 06/2026 C.A: 2880/26
ANALYTICAL PROC. N° SRAS-9WACU6.5 EXP.: 05/2029

ANALYTICAL REFERENCE: Normative documentation J1M-Ne(011094)-(PI-RU) from 25.07.2025
CUSTOMER INTERNAL CODE: 80823481

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

AP! MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER API 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
Appearance Transparent or almost transparent, almost
colorless to light yellow solution. Complies
|
[ Identification
Oxymetazoline hydrochloride Retention time of the main peak in the
chromatogram of the test solution should comply Positive
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test.
Benzalkonium chloride Retention time of the main peak in the
chromatogram of the test solution should comply Positive
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test.
Clarity The opalescence of the product should not exceed
the opalescence of the reference ]
suspension |/purified water. Complies
Color of solution The product should be colorless or be comparable c i
to reference solution Y7. omplies
Relative density (d 20/20) From 1.006 to 1.010 1007
pH From55t0 6.5 59
Osmolality From 270 to 330 mOsmol/kg 286 mOsmolikg
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.05 % Russia

ARTICLE CODE: 704532 BATCH Ne: 66677
MANUFACTURE DATE: 06/2026 C.A: 2880/26
ANALYTICAL PROC. N°: SRAS-9WACU6.5 EXP.: 05/2029

ANALYTICAL REFERENCE: Normative documentatlon ﬂﬂ -Ne(011094)-(PI-RU) from 25.07.2025

i CUSTOMER INTERNAL CODE: 80823481

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER API 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

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

| Shelf life: 3 years (-1 month). 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 Indastrias — Alto do Colaride, Cacem, 2735-213, Portugal (License
No. F027/001/2024)

REMARKS: The Product conforms to ND JiM-Ne(011094)-(PT"-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: /f\—ﬁp/
Sonia Chainho
DATE: &/

Jodo Melo : / Zofé
QUALIFIED PERSON:
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOA

Name of the document / 66677
Ha3saHue gokymeHTa

This certificate confirms that the document 66677 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 / [laHHbIA cepTudMKaT NOATBEPXKAAET, YTO AOKYMEHT 66677, M3HAYaNbHO HaNWCaHHbIN
Ha aHrnuiickom s3bike, Obln NepesBeaeH B COOTBETCTBUAM C AEACTBYIOLMM cornalleHnem o6
OKa3aHWWU ycnyr C aHrmuicKoro A3blika Ha PYCCKUN S3blK CepTUMULMPOBAHHLIM NEepPEBOAYNKOM,
obnajaloLwmMm A0CTaTOYHbIMM HaBblkaMi AMSt OCYLLECTBIIEHUS NepeBoAa M NPOBEPKU AOKYMEHTa.
AaHHbI cepTudmKaT Take NOATBEPXKAAET, YTO MEPEeBOA MPOoLUeNn NPOBEPKY Ha MPaBUMbHOCTb U
NONHOTY OTHOCUTENBHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBopn, BbINOMHEH:

Date and Signature / Jata u 18.09.26
noanucb .

7

EspokumoBa KceHus / I'Iepesop.qu

/

Translation checked for Karim Halida / Head of Quality Control Department
correctness and completeness '
by / lMepeBog npoBepeH Ha
NPaBUMbHOCTb W MOMHOTY:

Date and Signature / [ata u 18.09.26 /
/

Kapum Xanupa / PyKOBOAVI'péﬂb Otpena KoHTpons KayecTtea

noanuch



