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CERTIFICATE OF ANALYS

IS

CEPTUOHUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
Ilpoayxr: Anneppaii TabneTku, HOKPHITHIE MIEHOUHOI 06010uKOH, 5 Mr

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1040300 tab/

Cepus Ne BIC2505658 Pazmep cepun ° 1040300 Tab

Analytical Repovrt No./ . 890001812802 Date of Analysis / . 27/05/2025

AnajguTuyeckuii oryer Ne JlaTa ananuza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jarta npou3BoAcTBa T'open o |
Mfg. License No. /

ITpon3BoacTBeHHAS : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JinueH3ust Ne

JITI-Ne(001333)-(PT'-RU) ot 15.11.23

Analysis performed according ND No / Ananns nposegen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page1of6/Crp.1u36

Ne Test / IloxaszaTeinn

Result / Pe3ynbTaThl

Specification / Hopma

1 | Appearance / Onucanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBanbHbIE
JBOSIKOBBIMYKJIBIE TabneTky,
TOKPBITHIE TIIEHOYHOH 060104KOH
Oenoro mBera, ¢ ONHOW CTOPOHBI
riajKue, Ha JApYyrol CTOpOHE
rpaBupoBka «R 5». Ha monepeunom
paspese sgpo 6esoro nsera.

Oval, biconvex, white to off-white, film-coated
tablets plain on one side and engraved with “R
5” on the other side. White to off-white core on
a cross-section. / OBaJlbHbIE ABOSKOBBINYKJIbIE
TabJIETKH, TOKPBITHIE MJIEHOUHOW 060704YKOoH
Gemoro wiau MouTH O€IOro 1BeTa, ¢ OAHON
CTOPOHBI TJIafikHe, Ha Jpyroil cTopoHe
rpaBupoBka «R 5». Ha momepeqnom paspese
Apo oT bernoro 10 No4TH OeNoro NBeTa.

Identification
Levocetirizine/
Hnentuduxanus
JleBOoUEeTHDH3UH

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHHAM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / Bpems ynepxuBaHus
OCHOBHOTO MHKa Ha  XpoMmarorpaMme
UCITBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATH BPEMEHH  YAEPXKUBaHHUA
OCHOBHOTO IMHKAa HA XpOMaTOrpaMMe pacTBOpa
cTaHgapTHoro obpasua JeBOLETHPU3UHA
murugpoxnopuaa (pazgen «KomudecTBeHHOE
orpeneieHue»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMMpumeuanne: [Tpoaykr cooTBeTcTBYET Tpebosanusam HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToArOTOBJIEHO: Ipo BePeH({FNm Y, Onobpeno: Menemxep / Pykosoautens
Date / ,O' L -2° 7/5" Date/ = — Date / 5

) = L C0G -\
Jata: % JaTa: b — 06 ~ 2024 Hara: .
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoaykr: Asnnepsil TabneTki, MOKPHITHIE IIIEHOYHON 060IOUKOIA, 5 MTI

Market / Poinox : Russia / Poccust

Batch No. / ) Batch Quantity / . 1040300 tab /

Cepus Ne : €2305698 Pasmep cepun © 1040300 Tab

Analytical Repo“rt No./ . 890001812802 Date of Analysis / . 27/05/2025
AnasmmTryecknii oryer Ne JaTa ananausa

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jdarta nponsBoacTBa I'open go

Mfg. License No. /

HpoussoacrBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
annenzust Ne

Analysis performed according ND No / Anasus nposeaen no HJI Ne: JIIT-Ne(001333)-(PF-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of 6/ Ctp. 2 u3 6

3 | Average weight / 133.37 mg/ 133,37 mMr 133.25 mg + 4% (between 127.92 and 138.58
CpeaHsist Macca mg) /
133,25 mr+ 4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 6 min / 6 MuH Not more than 15 min / He 6onee 15 mun
Pacnapaemocth
5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 94 % NLT 80% (Q) of label claim of levocetirizine
Unita / Tabn.2 95 % 0dlhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMHHANBHOTO COAEpPXNAHUS
Unit-3 / Ta6n.-3 92 % JIeBOLICTUPU3UHA AUrHIpoxIopuaa depes 20
Unit-4 / Tab61.-4 2% |
Unit-5 / Tabn.-5 94 %
Unit-6 / Tabn.-6 94 %
6 | Related Substances / PoncTBeHHbBIE TPUMECH

Impurity A /Ipumecs A

Impurity B / IIpumecs B

Impurity C / ITpumecs C

Not detected / He obHapyxeHa

Not more than 0.4 % / He 6onee 0,4 %

Below LOQ (LOQ =0.008 %) /
Hmwke mnpenmena KoMM4YECTBEHHOTO
onpezaenenus (TIKO = 0,008 %)

Not more than 0.4 % / He 6onee 0,4 %

Not detected / ne obHapyxena

Not more than 0.4 % / He 6onee 0,4 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITponykT coorBeTcTBYET TpeboBanusam H/JJ 3axmouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
ITonroroBneHo: Q‘Z/JP | HpOBepeHo@ f Onobpeno: Menemxep / gﬁoso,umenb
E:;Z/ b b0V 51):;2/ Pl 0l ~ 2025 E:;Z/ C-0¢-
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Eroduct : Allerway film-coated tablets 5 mg
| IMpoaykT: Amiepsait TabNETKH, NIOKPHITHIE IUIEHOUYHOH 060J104KOH, 5 Mr

Market / Poinox : Russia / Poccust

Batch No. / ) Batch Quantity / . 1040300 tab /

Cepun Ne mes o Piamep cepuit * 1040300 Tab

Analytical Repo“rt No./ . 890001812802 Date of Analysis / . 27/05/2025

AHaguTHYecKHil oTueT Ne JaTta aHanau3a

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JdaTa npou3BoAcTBa Togen 10 - |
Mfg. License No. /

IlpoussoacTBeHHas! : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

Juuensusi N

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Ananns nposenen no HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3of6/Crp.3 u3 6

Impurity D / [Tpumecs D

Impurity E / ITpumecs E

Impurity F / Tlpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas equHUYHAS
HEeHJSHTU (UM POBAHHAS
PUMECh

0.01%/0,01%

Below LOQ (LOQ =0.023 %) /
Hwxe mnpengena KOMMYECTBEHHOIO
onpeaenenus ([IKO = 0,023 %)

Below LOD (LOD 0.014 %) /
Hwxe npenena obuapyxenus (11O =
0,014 %)

0.03%/0,03%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpaunn (ITP =0,05 %)

Not more than 0.4 % / He Gonee 0,4 %

—

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.30 % / He 6onee 0,30 %

Not more than 0.2 % / He 6osiee 0,2 %

Total impurities /
CymmMa npumecei

0.0409 %/0,0409 %

Not more than 1.5 % / He 6onee 1,5 %

7 | Chiral purity / XupanbHasn
YHCTOTA

Not detected / He obHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He bonee 1,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akiawouenne: OJJOBPEHO

1 A
Prepared by / Checked by /___x Approved by: Manager/Executive /
[ToArOTOBNEHO: l'lpoaepel-lg 0 >,_/ Onobpeno: Menemxkep / Pykosoxutens
Date / 0¢ .;;,_ou’ Date/ Date / QC -0 € SN
Hata: 0 - é Jara: Of~(6~ 202 | Hara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
IpoayxT: Aynepsaii TabNeTKH, TOKPHITHIE MIEHOUHOMH 060JIOUKOi, 5 MT

Market / Poiox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepusi Ne § EE0000 Pasmep cepnn 1040300 Tab

Analytical Repo“rt No./ . 890001812802 Da_te of Analysis / . 27/05/2025
AHanurnuyecknii oryer Ne ‘ Mara anaanza

Date of Manufacture / : 28/04/2025 Date of Expiry / . 31/03/2028

Jata upousBoacTsa T'ogen no -
Mfg. License No. /

ITpon3soacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI’-RU)
nHueH3us Ne

Analysis performed according ND No / Auanus nposenen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PT'-RU) ot 15.11.23

_ |

Page4of 6/ Crp.4u3 6

Loss on drying / IToteps B
Macce IpU BbICYNINBAHHU

25%/72,5%

Not more than 6.0 % / He Gonee 6,0 % —‘

Microbiological purity*/ MukpoGuoiorudeckas 9ucrora*

a) Total Aerobic Microbial
Count / O61uee uncio
a3pO6GHBIX MHUKPOOPTraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeast and
moulds count / O61uee 4uciio
JPOMCKEBBIX U TJIECHEBBIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10> CFU/g /
He Gonee 10> KOE/r

c) Escherichia Coli

Absentin 1 gram /
OtcytctByeTB 1 T

Shall be absent in 1 gram /
OrcytctBue B 11

10

Uniformity of dosage units /
OaHOpOOHOCTH
HAO3HPOBAHHS

5.5/55

Acceptance value (AV) should not be more
than 15.0./ Tlokxazarens npremieMoctd (AV)
JoimkeH ObITh He 6oee 15,0.

11

Assay / KoiimyecTBeHHOE
onpeaenenne

4.87 mg/ 4,87 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr go 5,25 Mr JneBOlLETHpPU3MHA
JMTHPOXIIOpU A B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroroeneHo: [Tposepen 8’ “‘(“)\ 7 Omobpeno: Menemxkep / PykoBoautens
ks f——— p o

Date / /Dt‘ ’7,97/3'/ Date / Date / QLG AK

Jara: 0b ) Hata:  @6~06 2024 Hara:
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CERTIFICATE OF ANALYSIS
CEPTHDPUKAT AHAJIU3A

’Froduct : Allerway film-coated tablets 5 mg
Mpoayicr: Aniepeaii TabneTku, MOKPLITLIE INIEHOYHONH 060109Koil, 5 MI

Market / Pyinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepus Ne  C0s Pazmep cepun " 1040300 ta6

Analytical Repourt No./ - 890001812802 Date of Analysis / . 27/05/2025

AHaauTnyeckHii oryer Ne JlaTa anagunsa

I_)ate of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jarta npouszsoacrsa Toxen xo B

Mfg, License No. / o
INpouzsoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)

JuueH3us Ne

Analysis performed according ND No / Auanu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT'-RU) ot 15.11.23

PageS50of6/Cip.5u36
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / Ilo 10 tabnerok B |/ Ilo 7 wm 10 rtabnetok B 6aucrep u3
6macrep u3 (ITA/AJI/TIBX) donsru | (TTA/AJ/TIBX)  donerd /  amoMUHUEBOH
/ amromunueBo#t  ¢oneru. Ilo 3 | doneru. Io 1, 2 unu 3 Gnucrepa BMecTe ¢
GarcTepa BMECTE C MHCTPYKLHEH 1O | HHCTPYKIMEH N0 NPHMEHEHHIO (JIMCTKOM-
IPUMEHEHHIO (yMcTKOM- | BKJIZBIILIEM) B MTAYKY KAPTOHHYIO.
BKJIQJIBIIIEM ) B TAYKY K&pPTOHHYIO.

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least 1 time per year).

The indicator may not be included in the firm's certificate of analysis.
* [IpoBOAMTCA TIPOM3BOJUTENIEM MPH BHITYCKE IIEPHOONYECKH (C MHTEPBATOM OJHO MCMbITanue Ha 10 cepuii mam ve menee 1 pasa B ron).

[Mokazarens MoxeT OBITH HE BKIIOYEH B cepTHHKaT anannza GupMer

API name / Haumenoasue ADC: Levocetirizine dihydrochloride / JIeBorieTipususa AUrUAPOXIOPH

INN / MHH: Levocetirizine / JleBoneTHpu3uH

API manufacturer batch number / ACSHO000136
Homep cepun npoussoautensa APC:

FP Manufacturer API Batch number / FCSA00190
Homep cepun cyGeTanuuu
nponssoautens I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipomssogurtear ADC, crpana: H-p Pennu’c Jlaboparopuc JIta., Uaaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusIM HJJ 3akmouenue: OJOBPEHO

Prepared by / Checked by //ﬁ Approved by: Manager/Executive /
[Mogrorosneno: éé)‘& l—[p('}BepeH(i’ L_:__\ i Onobpeno: Menemxep i}iyxosoumenb
A e St b= VIOV IO | e
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CERTIFICATE OF ANALYSIS
CEPTHDPUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
Ipoayxr: Annepsaii TabneTkH, NOKPHITHIE TNIEHOYHOM 060T0UKOH, 5 MTr
Market / Poivox : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne FECN Pazmep cepuu " 1040300 T26
Analytical Repovrt No./ . 890001812802 Date of Analysis / . 27/05/2025
AHaauTHYeCKHii oTyeT No JlaTa anajan3a
Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
JlaTa npousBoacTsa Tonen no - |
Mifg. License No. /
IMpouseoacTeenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuneH3ust Ne I
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page60f6/Crp.6 36

Name. address. authorization No for Survey Ne41, (Formulations Technical Operations - Unit-IIT),
. . . achupa 1llage, Bachupa andal, Medchal Malkajgir1 District

FP mz;nufactu;ln site / Control 1: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / g ol site Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
Ha se ke 3 State, India (License No 59/RR/AP/97/F/R)
- ";;:;Bnﬂ: ,a H;f.jc HHCMER VYuactok Ne 41, (IlpousBoncreennoe noapasnenenue-11), bauynaniu

c . CCTBIISIIO lllefl ’ Bunnamk, bauynamim Mannan, Menuan Mankagpxrupu JIMCTPUKT,
z )(’)lll3 CTBO;I:(O?” bauynamnm (B), bauymannu (M), Menyan-Mankamkrapu (M), wrat

POH3BOA pone Tenanrana, Unnns (JInnenzus No 59/RR/AP/97/F/R)
KkavecTBa/BoInycK I'JID /

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 (No. GMP-01887/21/IN dt. 28 April 2021) 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.

3ak/roueHne 0 COOTBETCTBUH: «HacTosumM s MoATBEpXkJak0, YTO MpHBENEHHAs BbIllle HHGOPMAIHs SBISAETCSA HOCTOBEPHOM
¥ TOYHOM. DTa cepHs MPOAYKLUU MPOoU3BeNeHa (BKI0Yas YaKOBKY (MapKMPOBKY) H KOHTPOJIb KAYECTBA) HA BbIIIEYKA3aHHOM
NPOM3BOACTBEHHON miomiaake (IUIOmaAKax) B TONHOM COOTBETCTBHH C TpeboBaHusMu [lpaBui Hamiexamei
NPOU3BOACTBEHHOH mpakTHKH (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGoBaHHSAMH KOHTPOJS KadecTBa
JIEKAPCTBEHHBIX CPEJCTB, 4 TAKXKE B COOTBETCTBHH CO CHENU(UKANUAMH, COACPKAIIUMUCA B PETUCTPALHOHHOM JOCHE
CTpaHBI-UMIIOPTEpPA. 3alUCH IO NPOU3BOACTBY, YNAKOBKE M aHAJIH3y NPOBEPEHbI, W YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusiM [IpaBun Hagnexameli Npou3BOJCTBEHHON MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Hpnmeganue: [IponykT cooTBeTcTBYeT TpeGoBanusM HJJ 3aknwouenne: OJJOBPEHO

Prepared by / B - Checked by/ Approved by: Manager/Executive /

[ToarotoBneHo: = l’[ponepex@f Z poc ~ OnobpeHo: Menemxep / PykoBoauTens
J __.__{.' [ A— 3/

Date / DTN Date/ Date / ol A

Hara: DL 0k Jara: O6~06~ 2024~ | Hata: aC-4




