SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, xanjau HazaabHble, Poccus

KOJ ITPEITAPATA: 704531

HOMEP CEPHU: 66496

JATA ITPOU3BOJACTBA: 05.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 2321/26

HOMEP AHAJIUTUYECKOMN METO/IUKMH:

SRAS-9WACRV3

04.2029

JATA HCTEYEHUA CPOKA TOAHOCTH:

AHAJIMTHNYECKASA CCBIJIKA: HopmatueHbril nokymenT no kagectBy JIII-Ne(011094)-(PT-RU) ot
25.07.2025

BHYTPEHHU KO IPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

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

Karlstrasse 15-39, 42-44
Germany-32423 Minden

AJPEC NIPOU3BOJUTEJIA ADC:

HNCHBITAHUA

CHENN®UKAIINA

PE3YJIBTATBI

Onucanue

Tlpo3paunblii WM TOYTH TPO3PAUYHBIN
pacTBOp, IMOYTH OCCLBETHHIN WM CBETIIO-
JKEJITOTO IBETA.

CooTBeTCTBYET

HUnentudpuxanus
OxcuMeTa30/MHA THAPOXJIOPHUA

benzankonus XJopua

Bpewms yaep:xuBaHusl OCHOBHOTI'O IIMKA Ha
XpOMaTOrpaMMe UCIBITYEMOT0 pacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIep>KUBaHHSI OCHOBHOTO IHKA HA
XpoMaTorpaMMe CTaHAapTHOTO pacTBoOpa
OKCHMETa30JIMHA THAPOXIOPHIA,
TTOJTyYEHHOH MPH KOINIECTBEHHOM
OTIpeIeIICHUH.

Bpewms yaepxuBaHusI OCHOBHOT'O IIMIKa Ha
XpoMaTorpaMMe HCIBITYyEMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yICp>KUBaHHS OCHOBHOTO ITHKA HA
XpOMaTorpaMmme CTaH/IapTHOTO PacTBOpa
OEH3aJIKOHUS XJIOPHJIA, IOIyYCHHOU TIPH
KOJINUECTBEHHOM OIIpEJIeTICHUH.

TTonoxuTensHBIN
pe3ynbTat

TTonoxuTeIBLHBIN
pe3ynbTaT

IIpo3pauHocTh

OnanecueHuus npenapara He JOJDKHA
MPEBBILLIATH OMAJIECUEHLNN CYCTIEH3UH
cpaBHeHWMs [/BOIBI OUUIIICHHOM.

CooTBeTcTBYET

LiBeTHOCTH pacTBOpa

IIpenapar gomkeH ObITh OECIBETHBIM HITH
COTIOCTaBUMBIM C PAaCTBOPOM
cpaBHEHHS Y7.

CooTBeTCTBYET

OTHocuTeIbHAS MJIOTHOCTD (d 20/20)

Ot 1,006 mo 1,010

1,008

pH

Ot 5,5 10 6,5

5,9

OCMOJISAJIBHOCTD

Ot 270 mo 330 MmOcm/kr

285 MmOcm/kr
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, xanjau HazaabHble, Poccus

KOJ ITPEITAPATA: 704531 HOMEP CEPHU: 66496

JATA ITPOU3BOJACTBA: 05.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2321/26
HOMEP AHAJIUTUYECKOMN METO/IUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACRV3 04.2029

AHAJIMTHNYECKASA CCBIJIKA: HopmatueHbril nokymenT no kagectBy JIII-Ne(011094)-(PT-RU) ot
25.07.2025

BHYTPEHHU KO IPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

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

AJIPEC IPOU3BOJMUTEJSA A®C:  Karlstrasse 15-39, 42-44
Germany-32423 Minden

HNCIBITAHUSA CIIEHU®UKALIUN PE3YJIbTATBI
IIpumecu
[Ipumecs A (TIpOITYKT THIPONH32) He 6omnee 0,5 % <TI0
IIpumecs ZP-1 He 6omnee 0,5 % <TI0
Enuananas HenaeHTHUIPOBAHHASL He 6omnee 0,1 % <TI0
NpUMech
CyMmma npumeceit He 6omnee 1,2 % <IIO

KosnyecTBeHHOE OnpeneseHne

OkcuMeTazonrHa TUAPOXIOPHU Or 237,5 10 262,5 MKr/mi 250,6 MKr/MI
OKCHUMETa30JIMHA TUIPOXJIOpUIA
benszankonus xynopun Ot 45 10 55 MKr/MI1 OCH3aITKOHHUS 48 MKr/mi

xsopuaa wiu ot 90 1o 110 mxr/mia 50 %
pacTBopa OCSH3AIKOHUS XJIOpHIa

MHKpOﬁﬂOJ’lOFﬂ'—leCKaﬂ YUCTOTA

O6miee uncyio a3pobHBIX MUKpoopranusmos | He 6onee 102 KOE/Mn <1 KOE/mn
(TAMC)

OO611Iee 9rcio IPOAOKEBBIX H TIIECHEBBIX He 6onee 10! KOE/Mn <1 KOE/mn
rpuboB (TYMC)

Pseudomonas aeruginosa OrcytcTBre B 1 M OTCYTCTBYIOT/MIT
Staphylococcus aureus OrcytcrBue B | M OTCYTCTBYIOT/MI
YnakoBka ITo 10 mu npenapata Bo (hJ1akOH TEMHOTO CooTBeTcTBYET

CTeKJIa C HABUHYKMBaeMOH
MOJIUIPOIIUIEHOBOM KPBILIKOH €O
BCTPOCHHOH MUIETKON U3 CTeK/Ia TUma 3
(EBp. ®@.) n 6pomMOyTHIIKAayUyKA.

1 ¢urakoH M UHCTPYKITUS TIO CooTBeTCTBYET
MEIUIITHCKOMY MTPUMEHEHHIO TIperapaTa
B MAYKy KapTOHHYIO.

MapkupoBka Wndopmanns npusenena B Pasmene 1.3.2 CooTBeTCTBYET
Mopnyisi 1 3asiBIeHUs Ha IOJTyYCHUE
PErUCTPAIIMOHHOTO YA0CTOBEPEHHSL.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, xanjau HazaabHble, Poccus

KOJ ITPEITAPATA: 704531 HOMEP CEPHU: 66496

JATA ITPOU3BOJACTBA: 05.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2321/26
HOMEP AHAJIUTUYECKOMN METO/IUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACRV3 04.2029

AHAJIMTHNYECKASA CCBIJIKA: HopmatueHbril nokymenT no kagectBy JIII-Ne(011094)-(PT-RU) ot
25.07.2025

BHYTPEHHU KO IPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUHU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

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

AJIPEC IPOU3BOJMUTEJSA A®C:  Karlstrasse 15-39, 42-44
Germany-32423 Minden

HUCIIBITAHUSA CIIEHUDPUKALINU PE3YJIbTATBI

Ycaosus xpanenusi: [Ipu Temnepatype e Boime 25 °C.

Cpoxk roanoctu: 3 roga (-1 mecs). [Tocite mepBoro BCKpeITHS (DrlakoHa MCTIONB3YHTE TIpernapaT B TCUCHHE
12 MecsIeB.

HaunmeHoBaHue, ajipec, HOMep JUIEH3UH HA Sofarimex-Industria Quimica e Farmaceutica, S.A., Portugal,
MPOU3BO/ICTBO s TJIOIIAIKY MPOU3BOACTBA Av. das Industries — Alto do Colaride, Cacem, 2735-213,
TOTOBOT0 MPOAYKTA / MJIOMAAKHA KOHTPOJISA [opryramus (Homep auuenzun: F027/001/2024)

KA4eCcTBa / MJIOMIAJKH BHIYCKA MPOIYKIHHA

INPUMEYAHMUSA: IIpenapar coorsercrByer HJI JITI-Ne(011094)-(PT-RU) ot 25.07.2025.

INPUMEYAHUA 11O CEPUU

3asBienne o ceprudukamun: «HacTosmuMm HOATBEPXKIAI0, YTO BBIIICH3JIOKCHHASS HH(GOPMAIHS SIBISCTCS
JIOCTOBEpHOI u TouHOH. [laHHas cepust mpemnapara ObUIa IPOU3BEICHA, BKIIFOYAsl YIIAKOBKY/MapKUPOBKY M KOHTPOJIIb
KagecTBa, HA YKa3aHHOM BBIMIE IUIOMIAJKE B IOJHOM COOTBETCTBHM ¢ TpeboBaHmsMu Hamrexamiei
MIPOM3BOJICTBEHHON MPAKTHKHA EBPa3sHiicCKOro ’KOHOMHYECKOTO COI03a M TPEOOBAHMAMH K Ka4eCTBY JIEKapPCTBEHHBIX
CPEICTB, a TaKKe B COOTBETCTBHM CO CHEIM(DHUKANMAMHI TOChE PETHCTPANHMOHHOTO YAOCTOBEPEHHS B CTpaHe-
umnoprepe. [IpOoTOKOIBI MO MPOU3BOJICTBY, YHAKOBKE M HCHBITAHUAM BEpU(HUIMPOBAHBI, W YCTAHOBICHO WX
COOTBETCTBHE TpeboBaHUsIM Hajyrexaniel mporu3BOJCTBEHHOM MPAKTUKN EBpa3uiicKoro SJKOHOMHUYECKOTO COI03a).

AHAJIMTHUK: PELIEHME: Ymsepocoeno

Const Yanixo TATA: 26.05.2026

M. Hnec Pubeiipo YIIOJIHOMOYEHHOE JIVTO: /nodnucarno/
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66496
MANUFACTURE DATE:: 05/2026 C.A.: 2321/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation J1M-Ne(011094)-(PI-RU) from 25.07.2025

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOf NMPOAYKTA KITMEHTA: 80823479

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

API 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 Complies
colorless to light yellow solution.

Identification
Oxymetazoline hydrochloride Retention time of the main peak in the
chromatogram of the test solution should
comply with retention time of the main peak in Positive
the chromatogram of  oxymetazoline
hydrochloride standard solution obtained in the
Assay test.

Benzalkonium chloride 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  benzalkonium  chloride
standard solution obtained in the Assay test.

Clarity The opalescence of the product should not Complies
exceed the opalescence of the reference
suspension |/purified water.

Color of solution The product should be colorless or be Complies
comparable to reference solution Y7.

Relative density (d 20/20) From 1.006 to 1.010 1.008
pH From 5.5 to 6.5 5.9
Osmolality From 270 to 330 mOsmol/kg 285 mOsmol/kg
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66496
MANUFACTURE DATE:: 05/2026 , C.A.: 2321/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation J1M-Ne(011094)-(PI'-RU) from 25.07.2025

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ MPOAYKTA KIUEHTA: 80823479

APl NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

API 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
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% <LD
Total impurities Not more than 1.2% <LD
Assay
Oxymetazoline hydrochloride From 237.5 to 262.5 pg/mL of oxymetazoline 250.6 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 <1 CFU /ml
Total combined yeast and molds count (TYMC) Not than 10" CFU /mi <1 CFU /mi
Pseudomonas aeruginosa Ag mas ?” | L Absent/ml
Staphylococcus aureus S oRat Dl Absent/ml
Absence in 1 ml
Packaging 10mlin a brown glass bottle with
a polypropylene screw cap with an integrated
pipette made of glass type 3 (Eur. Ph.) Complies
and bromobutyl rubber.
1 bottle and patient information leaflet in a carton Complies
pack. /
Labeling Information is given in Section 1.3.2 of
Module 1 of the marketing authorization Complies
application.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66496
MANUFACTURE DATE:: 05/2026 C.A.: 2321/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation J1-Ne(011094)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KITMEHTA: 80823479

API NAME: Oxymetazoline Hydrochloride
INN: Oxymetazoline

API 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 (-1month). Use the product within 12 months after the first opening of the bottle.

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

REMARKS: The Product conforms to ND JIM-Ne(011094)-(PI-RU) from 25.07.2025.

BATCH REMARKS

Declaration of certification: «I 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: )Zo:/f
Sonia Chainho DATE: 7 JAJ ZFL 4
M. Ines Ribeiro QUALIFIED PERSON:
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