“Ranvmos
SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHsble, Poccus

KOJ ITPEITAPATA: 704530

HOMEP CEPHU: 66459

JATA ITPOU3BOJACTBA: 04.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 2181/26

HOMEP AHAJIUTUHYECKOMN METOJIMKH: SRAS- JTATA UCTEYEHHS CPOKA TOJHOCTM: 03.2029

IWACNM.6

AHAJIMTHYECKAS CCBIJIKA: HopmatuHelil tokymeHT o kadectBy JIIT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: OxcumeTra3onud

HOMEP CEPUH ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MPOU3BOAUTEJIb U CTPAHA ITPOU3BOJACTBA ADC: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

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

NCIIBITAHUA

CHELAPUKALIAN

PE3YJIBTATBI

Onucanue

[Ipo3paunblii WU MOYTH
IIPO3pavHbIN pactBop, [I0YTHU
OECLIBETHBIII WM CBETJIO-KEITOrO
1[BETA.

CooTBeTCTBYET

NnenTnduxanus
OxcuMeTa30/MHA THAPOXJIOPH/

benszanxkonus xjaopujg

Bpewms ynep:xuBaHus OCHOBHOTO
IIMKA Ha XpOMaTorpamme
UCIIBITYEMOI0 pacTBOPA JTOJIKHO
COOTBETCTBOBATH BPEMEHU
YACPKUBAHUS OCHOBHOIO ITMKA Ha
XpOMaTOrpaMMe CTaHIapTHOIO
pacTBOpa OKCUMETA30JIMHA
TUAPOXJIOPHUIA, TIOTYYCHHOU IIPH
KOJIMYECTBEHHOM OIIPEICIICHUH.
Bpewms ynep:xuBaHHus OCHOBHOIO
IIMKa Ha XpoMaTorpamme
UCIBITYEMOIO PacTBOpa JIOJIKHO
COOTBETCTBOBATh BPEMEHU
yAEp>KUBaHUS OCHOBHOTO ITHUKA HA
XpOMaTorpaMMe CTaHJapTHOIO
pacTBOpa OEH3aIKOHUS XJIOPUJIA,
IIOJIyYEHHOM IPU KOJINYECTBEHHOM
OIIPEACICHUMN.

TTomoKuTENBHBIN
pe3yibTaT

IMonoxuTensLHbBIN
pe3yabTar

IIpospayHocTh

OnasnecueHnus npenapara He
JOJKHA MPEBBILIATH OMaleCleHInN
CyCIIeH3HUH CpaBHEHUS [/BofbI
OUMIIEHHOM.
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“Ranvmos
SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHsble, Poccus

KOJ ITPEITAPATA: 704530

HOMEP CEPHU: 66459

JATA ITPOU3BOJACTBA: 04.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 2181/26

HOMEP AHAJIUTUHYECKOMN METOJIMKH: SRAS- JTATA UCTEYEHHS CPOKA TOJHOCTM: 03.2029

IWACNM.6

AHAJIMTHYECKAS CCBIJIKA: HopmatuHelil tokymeHT o kadectBy JIIT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: OxcumeTra3onud

HOMEP CEPUH ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUH A®C ITPOU3BOJIUTE

JIA T'I: 25070151

MPOU3BOAUTEJIb U CTPAHA ITPOU3BOJACTBA ADC: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

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

NCIBITAHUA CIHEOUPUKALIUN PE3YJIBTATBI
I{BeTHOCTH pacTBOpa [Ipemapat momkeH ObITH CooTBeTrcTBYET
O€CLIBETHBIM MJIU COMTOCTABUMBIM C
pacTBOPOM CpaBHEHHUs Y7.
OTHocHUTeJIbHAS IIJIOTHOCTh Ot 1,006 oo 1,010 1,008
(d 20/20)
pH Ot 5,5 10 6,5 5,9
OcMOJIS1TBHOCTD Ot 270 no 330 MOcwm/kr 283 MOcM/kr
Ipumecnu
[Tpumecs A (IpOIYKT TUAPOIH3A) He Gonee 0,5 % <IIKO
[Tpumecs ZP-1 He 6onee 0,5 % <IIKO
Enunnuunas nennentupunuponannas | He 6omnee 0,1 % <0,1 %
pUMECh
CymMma npumeceit He Gonee 1,2 % <0,1 %
KosmyecTBeHHOE OnpeesieHue
OkcumeTa3zoaruHa THAPOXIIOPU/T Ot 95 mo 105 mkr/mn 100,7 mMxr/mi
OKCHUMETA30JIMHA TUIPOXIIOpUIA
benszankonus xiaopu Ot 45 o 55 MKr/mi1 OeH3aIKOHUS 47 MKr/™MI1
xyopuaa win ot 90 go 110 mMxr/min
50 % pacTBOpa OEH3ATKOHUS
XJIOpUJa
Mukpobuonornyeckasi HucToTa
O6miee uncao adpoOHBIX He 6onee 10> KOE/mn <1 KOE/mn
mukpooprannzmos (TAMC)
OO6111ee YnCII0 IPOKIKEBBIX U He 6omee 10" KOE/mn <1 KOE/mn
riecHeBbIX rpu6oB (TYMC)
Pseudomonas aeruginosa OrcyrctBue B 1 M OTCYTCTBYIOT/MII
Staphylococcus aureus OtcytctBue B 1 mi OTCYTCTBYIOT/MIT
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“Ranvmos
SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHsble, Poccus

KOJ ITPEITAPATA: 704530 HOMEP CEPHU: 66459

JATA ITPOU3BOJACTBA: 04.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2181/26
HOMEP AHAJIUTUHYECKOMN METOJIMKH: SRAS- JTATA UCTEYEHHS CPOKA TOJHOCTM: 03.2029
IWACNM.6

AHAJIMTHYECKAS CCBIJIKA: HopmatuHelil tokymeHT o kadectBy JIIT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: OxcumeTra3onud

HOMEP CEPUH ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MPOU3BOAUTEJIb U CTPAHA ITPOU3BOJACTBA ADC: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC ITIPOU3BOJIUTEJISI ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

HNCIIBITAHUA CIHEOUPUKALIMA PE3YJIbTATDI

YnakoBka ITo 5 mi mpenapara Bo (aakoH CootBeTcTBYET
TEMHOT'O CTEKJIa C HABUHYNBAEMOHN
ITOJIMIIPOIUIICHOBOM KPBILIKOHU CO
BCTPOCHHOM MUIIETKOMN U3 CTEKJIa
tuna 3 (EBp. @.) u
OpoMOyTHIIKayUyKa.

1 bmakoH ¥ UHCTPYKIHS 10 CootBeTcTBYET
MEIULIMHCKOMY IIPUMEHEHUIO
Ipenapara B Ia4YKy KapTOHHYIO.
1 ¢rakoH ¥ HHCTPYKIHS TIO
MEAULIMHCKOMY IPUMEHEHUIO
IIpenapara B Ia4Ky KapTOHHYIO.

MapxkupoBka WNudopmanus npuseeHa B CootBercTBYET
Paznene 1.3.2 Monyns 1 3asaBneHus
HAa [IOJIy4YEHHUE PETUCTPALUOHHOTO
YIOCTOBEPEHUSL.

YcaoBusi xpanenus: [Ipu remneparype He Boie 25 °C.

Cpoxk rognoctu: 3 roaa (-1 mecs). [Tocie mepBoro BCKphITHS (IakoOHA UCIIOJIB3YHTE MpernapaT B
TeueHue 12 mecsues.

HaumeHnoBanue, aapec, Homep Junen3nu | Sofarimex-Industria Quimica e Farmaceutica, S.A.,

HA NMPOU3BOACTBO JJIsI IVIOIIATKH Portugal, Av. das Industries — Alto do Colaride,
NPOU3BOJCTBAa FOTOBOI0 NPOAYKTa / Cacem, 2735-213, [lopryranus (HoMep IULEH3UU:
IUIONIAJIKU KOHTPOJIS KauecTBa / F027/001/2024)

ILUIOIIA/IKH BBINMYCKA MPOAYKIIUH
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“Ranvmos
SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHsble, Poccus

KOJ ITPEITAPATA: 704530 HOMEP CEPHU: 66459

JATA ITPOU3BOJACTBA: 04.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2181/26
HOMEP AHAJIUTUHYECKOMN METOJIMKH: SRAS- JTATA UCTEYEHHS CPOKA TOJHOCTM: 03.2029
IWACNM.6

AHAJIMTHNYECKASA CCBIIKA: HopmatueHsril nokymeHT no kagectBy JIIT-Ne(011094)-(PT-RU) ot 25.07.2025
BHYTPEHHUM KOJI MPOJAYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: Oxcumera3zonnH

HOMEP CEPUHU ITPOU3BOJUTEJISA ADC: 24272100

HOMEP CEPUU A®C TPOU3BOJAUTEJIA I'T: 25070151

MNMPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC ITIPOU3BOJIUTEJISI ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

IMPUMEYAHMUS: TIpenapar coorBerctByet HJI JITT-Ne(011094)-(PT-RU) ot 25.07.2025.

IMPUMEYAHMUS 11O CEPUN:

3asBienue o ceprupukanmuu: «Hacrosmum noaTBepkaa0, YTO BBIMIEU3I0KEHHAs HHPOpMaLUs
SBIISIETCSA JIOCTOBEpPHOM W TouHOW. JlaHHas cepusi mpemapara Obula NpoW3BeNEHA, BKIIOYAs
YNaKOBKY/MapKUpOBKY M KOHTPOJb KadecTBa, HA YKa3aHHOM BbIIIE IUIOLIAJKE B IOJHOM
COOTBETCTBUM C TpeOoBaHuaAMU Hanmexameli NpoM3BOACTBEHHOM mpakTHKK EBpaszuiickoro
SKOHOMHYECKOTO0 COI03a M TpeOOBaHMSMHM K KadeCTBY JIEKAPCTBEHHBIX CPEICTB, a TAKXKE B
COOTBETCTBUH CO CHEHU(PHUKAIMSIMUA JOChE PETUCTPALIMOHHOTO YJOCTOBEPEHHUS B CTpaHe-
umnoprepe. IIpoTokosnbl M0 NPOU3BOACTBY, YMAKOBKE M HUCHBITAHUAM BEpUDULUPOBAHbI, U
YCTQHOBJICHO HMX COOTBETCTBHE TpeboBaHMsAM Hajuiexamieil npou3BOACTBEHHOW MPAKTUKU
EBpa3uiickoro 5JKOHOMHUYECKOTO COI3a.

AHAJIMTUK: PEINEHUE: Ymeeporcoeno

Mespo Paiirxo JATA: 09.06.2026

M. Unec Pubeiipo YIHOJHOMOYEHHOE JUILO: /noonucaro/
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SOFARIMEX

INDUSTRIA QUIRICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne:66459
MANUFACTURE DATE: 04/2026 C.A.:2181/26
ANALYTICAL PROC. N° SRAS-9WACNM.6 EXP.: 03/2029

ANALYTICAL REFERENCE : Normative documentation JIM-Ne(011094)-(PT-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

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
Appearance Transparent or almost transparent, almost
colorless to light yellow solution. Complies
Identification
Oxymetazoline hydrochiroide Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the Positive

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test.

: ; Retention time of the main peak in the
Benzalkonium chloride chromatogram of the test solution should
comply with retention time of the main peak in Positive
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 Complies
suspension I/purified water.

Color of solution The product should be colorless or be
comparable to reference solution Y. Complies
Relative density (d 20/20) From 1.006 to 1.010
1.008
pH From 5.5 t0 6.5
5.9
Osmolality From 270 to 330 mOsmol/kg
283 mOsmal/kg
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne:66459
MANUFACTURE DATE: 04/2026 C.A.:2181/26
ANALYTICAL PROC. N°: SRAS-9WACNM.6 EXP.: 03/2029

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

CUSTOMER INTERNAL CODE: 80823482

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
Impurities
Impurity A (hydrolysis product) Not more than 0.5% <LQ
Impurity ZP-1 Not more than 0.5% <LQ
Individual unidentified impurity Not more than 0.1% <0.1%
Total impurities Not more than 1.2% <0.1%
Assay
Oxymetazoline hydrochloride From 95 to 105ug/mL of oxymetazoline
hydrochloride 100.7 pg/ml
Benzalkonium chloride From 45 to 55 pg/mL of benzalkonium chloride 47 ug/ml
or from 90 to 110 pg/ ml of a 50% HE/m
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) 1 <1 CFU/ml
Pseudomonas aeruginosa Em more than 10" CFU/ml
Staphylococcus aureus bsence in 1 ml Absent/ml
Absence in 1 ml
Absent/ml
. 5mL in an amber glass bottle with a polypropylene
Packaging screw cap with an integrated pipette made of
glass type 3 (Eur. Ph.) and bromobutyl rubber.
1 bottle and patient information leaflet in a carton Complies
pack.
1 bottle and patient information leaflet in a carton
pack.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne2:66459
MANUFACTURE DATE: 04/2026 C.A.:2181/26
ANALYTICAL PROC. N°: SRAS-9WACNM.6 EXP.: 03/2029

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

CUSTOMER INTERNAL CODE: 80823482

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
bt Information is given in Section 1.3.2 of c i
Aueling Module 1 of the marketing authorization omples
application.

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-Indastria 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-Ng(011094)-(Pr-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: g s {)
DECISION: ,’_\T%\\MDQQC\‘, ,
Pedro Rainho DATE: V) [ 0b fzicf Z[y
el QUALIFIED PERSON: / ! s
' o 0
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