SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

IIPEITAPAT: Ha3zuBuH, cripeii Ha3aJbHBIH J03UPOBAHHBIN, 22,5 MKr/n03a, Poccust

KOJ ITPEITAPATA: 704534

HOMEP CEPHUH: 66542

JATA ITPOU3BOJACTBA: 05.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 2564/26

HOMEP AHAJIUTUYECKOMN METOJIUKMH:

SRAS-9WACU6.5

04.2029

JATA HCTEYEHUA CPOKA TOAHOCTH:

AHAJIMTHYECKAS CCBIJIKA: HopmatuBabiii nokymeHT 1o kadectBy JIIT-Ne(011090)-(PT-RU) ot

25.07.2025

BHYTPEHHU KOJI IPOJIYKTA KJIUEHTA: 80823480

HAUMEHOBAHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUH ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MPOU3BOAUTEJIb U CTPAHA ITPOU3BOJACTBA ADC: Siegfried PharmaChemikalien Minden GmbH,

I'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

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

NCIIBITAHUA

CHNEUM®UKAIIAN

PE3YJIBTATBI

Onucanue

[Ipo3pauHblii WM  TMOYTH  NPO3PAYHBIN
pacTBOp, MOYTH OECUBETHBI WM CBETIO-
JKEJITOTO IIBETA.

CooTBeTCTBYET

HNpenTuduxanus
OxcuMeTa3o0JanHa
THAPOXJIOPH]L

ben3ajakoHus XJopua

Bpewms ynep:kuBaHus OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe UCIBITYEMOTO pacTBOpa
JOJI’KHO COOTBETCTBOBATh BPEMEHU
yAEpKUBAHUSI OCHOBHOTO MHKa Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
OKCHUMETA30JIMHA THIPOXJIOpUA, TOITY4EHHON
[P KOJIMYECTBEHHOM OIPEIEICHUN.
Bpems ynep:kuBaHMsi OCHOBHOI'O ITMKA Ha
XpOMaTOrpaMMe UCIBITYEMOTO pacTBopa
JOJIKHO COOTBETCTBOBATH BPEMEHU
yIep>KUBaHHsI OCHOBHOTO MUKA Ha
XpoMaTorpaMMe CTaHIapTHOI'O pacTBOpa
OeH3aIKOHHUSA XJIOPU/IA, TOIYYeHHOH Npu
KOJIMYECTBEHHOM ONPEJEIICHUN.

ITonoxutensHbIi
pe3yabTaT

TlonoxutenbHLIN
pe3yabTar

IIpo3paunocTh

OnanecueHnus npenapara He J0KHA
MPEBBINIATH OMAJIECUEHINIO CYCIIEH3UU
cpaBHeHuA .

CooTBeTCTBYET

LiBeTHOCTHL pacTBOpa

VHTEeHCUBHOCTH OKpalllMBaHUs IIpenapaTa He
JIOJIKHA ITPEBBIIIATH HHTEHCUBHOCTh
OKpaIlIMBaHUsl PACTBOPA CpaBHEHMS Y7.

CootBercTBYET

OTHocuTeILHAA
mia0THOCTH (d 20/20)

Ot 1,006 o 1,010

1,008

pH

Ot 5,5 10 6,5

1/4
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

IIPEITAPAT: Ha3zuBuH, cripeii Ha3aJbHBIH J03UPOBAHHBIN, 22,5 MKr/n03a, Poccust

KOJ ITPEITAPATA: 704534

HOMEP CEPHUH: 66542

JATA ITPOU3BOJACTBA: 05.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 2564/26

HOMEP AHAJIUTUYECKOMN METOJIUKMH:

SRAS-9WACU6.5

04.2029

JATA HCTEYEHUA CPOKA TOAHOCTH:

AHAJIMTHYECKAS CCBIJIKA: HopmatuBabiii nokymeHT 1o kadectBy JIIT-Ne(011090)-(PT-RU) ot

25.07.2025

BHYTPEHHU KOJI IPOJIYKTA KJIUEHTA: 80823480

HAUMEHOBAHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUH ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MPOU3BOAUTEJIb U CTPAHA ITPOU3BOJACTBA ADC: Siegfried PharmaChemikalien Minden GmbH,

I'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

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

MCIHBbITAHUS CIHHEIIU®UKALINN PE3YJIBTATHI
OcMOJISLIBHOCTD Ot 270 mo 330 MOcMm/kr 285 MOcM/kr
KoJyau4yecTBO 103 B He menee 143 103 Bo ¢urakone. 178 no3/dbnakon
KOHTelHepe
OaHOpPOAHOCTH MaCChI Cpennsist macca 10361 45 mr = 15 %.

A0CTABJIAEMOM OnHOpPOIHOCTH Macchl JO3bI: JOJDKHA CootBercTBYET
(BBICBO0O:K1aeMOii) 103bI | COOTBETCTBOBATH TPEOOBAHUSIM.
Ipumecn
[Tpumech A (mpoayKT He 6omnee 0,5 % <TIO
TUIPOJIN3a)
[Tpumecs ZP-1 He 6omnee 0,5 % <TIO
Enuauynas He 6onee 0,1 % H/O
HeUJeHTU(UITMPOBAHHAS
pUMeECh
CymMmMma npumecei He 6onee 1,2 % <TIO
KoaunuecTrBenHoe
ompeeieHue
OKkcuMeTa30IruHa Ot 475 1o 525 MKI/MJ1 OKCUMETA30JIMHA 499 MKr/Mit
TUAPOXJIOPU THApOXJI0opUaa
ben3zankonus xiaopu Ot 45 10 55 MKT/M O€H3aTKOHUS XJIOpHAA 50 MKr/mi
win oT 90 o 110 mxr/mn 50 % pactBopa
OCH3AITKOHHUS XJI0pUIa
Muxpodnonornueckas
YHUCTOTA
O6ee uncio adpobusrx | He Gonee 10> KOE/mn <1 KOE/mn

MukpoopranuzmoB (TAMC)
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

IIPEITAPAT: Ha3zuBuH, cripeii Ha3aJbHBIH J03UPOBAHHBIN, 22,5 MKr/n03a, Poccust

KOJ ITPEITAPATA: 704534 HOMEP CEPHUH: 66542

JATA ITPOU3BOJACTBA: 05.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2564/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACU6.5 04.2029

AHAJIMTHYECKAS CCBIJIKA: HopmatuBabiii nokymeHT 1o kadectBy JIIT-Ne(011090)-(PT-RU) ot
25.07.2025

BHYTPEHHU KOJI IPOJIYKTA KJIUEHTA: 80823480

HAUMEHOBAHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUH 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 IPOU3BOJMUTEJISA A®C:  Karlstrasse 15-39, 42-44
Germany-32423 Minden

HNCIBITAHUA CIHEOUO®UKALIUN PE3YJIbTATBI
O6miee uncio npoxokeBbix | He Oonee 10! KOE/mn <1 KOE/mn
U TJIECHEBBIX TPHOOB
(TYMC)
Pseudomonas aeruginosa | OtcyrcTBue B 1 Mi OTcyTcTBYIOT/MIT
Staphylococcus aureus OrcyrcTBue B 1 M OTCYTCTBYIOT/MJI
YnakoBka [To 10 mn (ue menee 143 no3 Bo ¢aakone)| CoOTBETCTBYET

npernapata Bo (imakoH TemMHoro crekma I
TUJPOJIMTUYECKOTO KJlacca C JIO3UPYIOIIUM
YCTPOMCTBOM M3  IJIacTUKa  (BKJIIOYas
MTOJIMATHIICH BBICOKOH IUIOTHOCTH c
STUJIBHMHMIALICTATOM M MOJUATUJICH HH3KOM
IUIOTHOCTH c TTOJTUTIPOTTUIICHOM ) n
HEPKABEIOLLEH CTAIM U 3aIlUTHON KPBIIIKOM.

ITo 1 ¢pnakoHy C MHCTPYKITUEH 11O CooTBeTcTBYET
MEIUIIMHCKOMY TPUMEHEHHUIO Mperapara B
Na4yKy KapTOHHYIO.

MapkupoBKka Wndopmanus npusenena B Paznene 1.3.2 CooTBeTCTBYET
Monynsa 1 3as8BiaeHMS HA [TOJIyYE€HUE
PErUCTPAIIOHHOTO YAOCTOBEPEHUSI.

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

Cpox roanoctu: 3 roma (-1 mecsm). Ilocie mepBoro BCKpbITHSA (IaKOHA HCIOIB3YHTE
npenapar B TeueHue 12 Mecsues.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

IIPEITAPAT: Ha3zuBuH, cripeii Ha3aJbHBIH J03UPOBAHHBIN, 22,5 MKr/n03a, Poccust

KOJ ITPEITAPATA: 704534 HOMEP CEPHUH: 66542

JATA ITPOU3BOJACTBA: 05.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2564/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACU6.5 04.2029

AHAJIMTHNYECKASA CCBIJIKA: HopmatueHbril nokymenT no kagectBy JIII-Ne(011090)-(PT-RU) ot
25.07.2025

BHYTPEHHHUM KOJI MPOJYKTA KJIMEHTA: 80823480
HAUMEHOBAHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT
MHH: Oxcumera3zonuH

HOMEP CEPUHA NTPOU3BOAUTEJISA ADC: 24272100
HOMEP CEPUU ADC ITPOU3BOJAUTEJIA I'TL: 25070151

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

AJIPEC IPOU3BOJMUTEJISA A®C:  Karlstrasse 15-39, 42-44
Germany-32423 Minden

HaumeHnoBaHue, agpec, HoMep JHIEH3UH HA Sofarimex-Industria Quimica e
NMPOM3BOCTBO JUIS MJIOIIAAKKN Mpou3BoacTBa |Farmaceutica, S.A., Portugal, Av. das

roTOBOr0 MPOAYKTA / IUIOIIAJKHA KOHTPOJIS Industries — Alto do Colaride, Cacem,
KavyecTBa / MJIOIAAKHA BbIMycKa mpoaykmuu | 2735-213, [loptyranus (Homep JIUIEH3UU:
F027/001/2024)

MHNPUMEYAHMUA: IIpenapar coorBerctByetr HJ/I JITT-Ne(011090)-(PT-RU) ot 25.07.2025.

INPUMEYAHMUA 110 CEPUU

3asaBiaenue o ceprupukanum: «HacrosmmMm NOATBEPXKAal0, YTO  BBIMICU3JIOKEHHAS
nH(popManus SBISETCS TOCTOBEPHOW M TOUHOH. JlaHHAs cepus mpernapaTta Oblia MPOU3BE/ICHA,
BKJIIOUasl YIMAaKOBKY/MapKHPOBKY M KOHTPOJIb KayecTBa, HAa YKAa3aHHOW BHINIE ITUIONIAJKE B
MOJIHOM COOTBETCTBUM ¢ TpeOoBaHusiMu Hannexkamed NpoOW3BOACTBEHHOW TMPAKTHUKU
EBpa3uiickoro "5KOHOMHYECKOTO COI03a U TPEOOBAHUSAMHU K KaYECTBY JIEKAPCTBEHHBIX CPEJNICTB, a
TaKkK€ B COOTBETCTBHHM CO CHEHM(PHUKAIUSIMHU JOChE€ PEruCTPAllMOHHOTO YIOCTOBEPEHUS B
cTpa”e-umnoprepe. [IpoToKoIBI IO MTPOU3BOACTBY, YIIAKOBKE M UCIBITAHUSIM BepUPHUIIMPOBAHBI,
U YCTAaHOBJICHO UX COOTBETCTBUE TpeOoBaHMsAM Haanexaieil mpou3BOACTBEHHON MPAKTHUKU
EBpa3uiickoro 53KOHOMUYECKOr0 COI3a».

AHAJIUTHUK: PEINEHUE: Ymeepoicoero
JATA: 16.06.2026
2Koao Pero
M. Unec Pubeiipo YIIOJTHOMOYEHHOE JIMIO:
/noonucano/
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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: 66542

MANUFACTURE DATE: 05/2026

C.A.: 2564/26

ANALYTICAL PROC. N°: SRAS-9WACUG.5

EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation JIN-Ne(011090)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823480

APl 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 API MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS
A Transparent or almost transparent, almost
ppearance 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
enzalkonium chiorice 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 I.
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 1.008
pH From 5.5t0 6.5 5.9
Osmolality From 270 to 330 mOsmol/ kg 285 mOsmol/Kg
Number of doses per container Not less than 143 doses/bottle. 178 doses/bottle
. . . . Average dose: 45 mg £15 %.
Uniformity of dose weight delivered (released) Uniformity of dose weight: must comply. Complies

113
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia

ARTICLE CODE: 704534 BATCH Ne: 66542

MANUFACTURE DATE: 05/2026 C.A.: 2564/26

ANALYTICAL PROC. N°: SRAS-9WACU6.5 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation JiM-Ne(011090)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823480

APl 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 AP! 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%. ND
Total impurities Not more than 1.2%. <LQ
Assay
Oxymetazoline hydrochloride From 475 to 525 ug/mL of oxymetazoline 499 pg/ml
hydrochloride
Benzalkonium chloride From 45 to 55 pg/mL of benzalkonium chloride 50 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/mi
Total combined yeast and molds count (TYMC) Not more than 10" CFU /mi <1CFU/ml
Pseudomonas aeruginosa Absence in 1 ml Absent/ml
Staphylococcus aureus Absence in 1 ml Absent/ml
. 10 ml (at least 143 doses/bottle) of the product in
Packaging hydrolytic class Ili 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
pack. Complies
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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: 66542
MANUFACTURE DATE: 05/2026 C.A.: 2564/26
ANALYTICAL PROC. N°: SRAS-9WACU6.5 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation JIN-Ne(011090)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823480

APl 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
Labeli Information is given in Section 1.3.2 of c i
abeling Module 1 of the marketing authorization OMPIIES

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 indUstrias — Alto do Colaride, Cacem, 2735-213, Portugal (License
No. F027/001/2024)

REMARKS: The Product conforms to ND JIM-Ne(011090)-(P-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 : o sz
Jodo Rego EIE\:ES:ION Wj\ /\2—{\% (\O 6 / mé

M. Inés Ribeiro QUALIFIED PERSON:
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOA

Name of the document / 704534_66542_BA_RU (1)
Ha3BaHue gokymeHTa

This certificate confirms that the document 704534 _66542_BA _RU (1) 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 / [laHHbIi cepTUdUKaT NOATBEPKAAET, YTO [OKYMEHT 704534_66542_BA_RU
(1), W3HayanbHO HaNMCaHHBIN Ha aHrIWACKOM s3blke, Gbln NEpPeBEAEH B COOTBETCTBUM C
AGACTBYIOLMM cOrnalieHmem o6 OKasaHUW YCMyr C aHMIWIACKOTO $ibika Ha pPYCCKUA Si3bik
CepPTU(ULIMPOBaHHLIM  NEepeBOAYMKOM,  0o6najalolyM  [OCTAaTOYHBIMM  HaBblikamMu  Ans
OCyLLecTBneHMs nepesoja u NpoBepkn AOKyMeHTa. [laHHbli cepTuduKkaT Takke NoaTBEpXAaeT,
4YTO nepeBof mnpollen MpoBEpKYy Ha MpPaBWNbHOCTb M MOMHOTY OTHOCUTENBHO WCXOAHOO
AOKyMeHTa.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBopn BbINOMHEH:

Date and Signature / Jata u 10.07.26
noAanucb

Esnokumosa KceHus / ﬂepeBo?HMK

Translation checked for Karim Halida / Head of Qu
correctness and completeness
by / TlepeBos nposepeH Ha
NPaBunbLHOCTb W MOMHOTY:

Date and Signature / Jara u 10.07.26
noanucb
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