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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

/

Mpoayxr: Annepeaii TaGNETKH, NOKPHITHIE MTIEHOYHO 060I0YKOM, 5 MT

Market / PeiHok

: Russia / Poccus

e -/
Batch No. / . Batch Quantity / . 1040300 tab/
Cepus Ne 2 €2505818 / Pa3mep cepuu © 1040300 tab
Analytical Repovrt No./ : 890001812555 Date of Analysis / . 26/05/2025
AHaJUTHYECKHii oTyeT Ne JlaTa ananu3za
Date of Manufacture / X Date of Expiry / . )
JlaTa npon3BoICTEa : 28/04/2025 / Toxent 10 : 31/03/2028 -
Mfg. License No. /
M ponssoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
JnueH3us Ne

Analysis performed according ND No / Ananu3 nposeaes no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

JITI-No(001333)-(PT-RU) ot 15.11.23

Page 1 of 6/ Ctp. 1 13 6

Ne Test / Iloka3aTeb

Result / Pe3ynbTatsl

Specification / Hopma

1 | Appearance/ Onucanue

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
JIBOSIKOBBIITYKJIbIE Ta0JIETKH,
MOKPBIThIE TUIEHOUHOH 000J0uKOi
0enoro 1mBeTa, ¢ OJHOH CTOPOHBI
ryagKde, Ha Jpyroll  CTOpPOHE
rpaBupoBka «R 5». Ha nonepeunom
pazpese sapo 6eoro LBeTa.

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. / OBaJIbHBIE ABOSKOBBIITYKJIbIE
TabJIETKU, MOKPBIThIE MIEHOUYHOH 00010uKOH
Oejoro uiad Io4yTH Oejoro 1Bera, ¢ OJHOMN
CTOPOHBI TJIaJKMe, Ha JApPYrod CTOpOHE
rpaBupoBka «R 5». Ha nmonepeuHom paspese
ampo oT 0e0ro 10 mouTy O0enoro LBeTa.

2 | Identification
Levocetirizine/
HpenTnduranus
JleBonETHPH3UH

Complies as prescribed /
CoOTBETCTBYET TPeOOBaHMIM

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  THKa Ha  XpoMarorpaMmme
UCTBITYEMOTO pacTBopa JIOIKHO
COOTBETCTBOBATh BPEMEHM  YIEPKUBAHMSA
OCHOBHOTI'O [IMKa Ha XPOMATOr paMMe pacTBopa
craHpaptHoro of0paslia  JIEBOLETUPHU3MHA
puruapoxiopuna (pasgen «KonauyecTBeHHOE
OIIpE/ICTIEHNER).

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTByeT TpeboBannsm HJJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

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

[ToaroToBaeHO: & [IpoBepeHo: A—/ Ono6peno: Menemxkep / PykoBoaureins
— Py

Date / Date / Date / _of— 22§

Jata: 28 oS o % Jata: 25 05 ~2025| dara: 29
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CEPTHUOHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
ITpoayxT: Annepsaii TabNeTKH, MOKPBIThIE MIIEHOYHOH 060I0UKOM, 5 MI

Market / Poinox : Russia / Poccus

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

Cepust Ne : 2505818 Pa3mep cepun 1040300 Tab

Analytical Repovrt No./ . 890001812555 Date of Analysis / . 26/05/2025
AHanuTH4yeckuii oryer Ne JlaTa anaau3a

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

JaTta npousBoacTsa TI'ogen no

Mfg. License No. /

IIpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)~(PT-RU)
JuueH3us Ne

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

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

Page 2 of 6 / Ctp. 2 u3 6

3 | Average weight / 134.94 mg / 134,94 mr
Cpennsist Macca

133.25 mg + 4% (between 127.92 and 138.58

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
PacnagaemocTsb

5 | Dissolution / PacTBopenue Unit-1/ Tab.-1 97 % NLT 80% (Q) of label claim of levocetirizine

Unitd / Tabn2 96 % 0d1hydrochlor1de after 20 min. / He menee 80
o (Q) OT HOMHMHAJBHOTO COHAEpKaHHUS

Unit-3 / Ta6.-3 97 % JICBOLETHPU3UHA JUTUAPOXJIOpUaa uepes 20
Unit-4 / Ta61.-4 95% |
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 99 %

6 | Related Substances / PoncTBeHHbIe npuMecu

Impurity A / ITpumecs A Not detected / He 0bHapyxeHa

Impurity B /Tlpumecs B 10/ 0 0104

Impurity C/ Ilpumecs C Not detected / He 0OHapyxeHa

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBarusM HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked b _
[MToaroToBeHo: & HpOBep ~Z

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoaurens

P,

Date/ ~ Date/ V
Tata: L& —© 5 o Jara: P& 0S5 ~9p25

T T

Date / nGeoS— ow2-§

Hara:
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

IpoaykT: AnepBaii TabNIETKH, MOKPHITHIE IIEHOYHOH 060IOUKOM, 5 Mr

Market / Poinox : Russia / Poccus

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

Cepusi Ne ¢ C2303818 Pasmep cepun 1040300 Ta6

Analytical Repovrt No./ . 890001812555 Date of Analysis / . 26/05/2025
AHaJMHTHYECKHI oTyeT No JlaTa anaju3a

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

JlaTa npousBoacTBa T'open xo

Mfg. License No. /

ITpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHLeH3Hs Ne

Analysis performed according ND No / Ananns nposeaen no HJ{ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page3 of 6/ Ctp.3 u3 6

0,014 %)

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jliob6ast emuHIIHAS
HeHJIeHTU UL POBAHHAS
NpUMeCh

=0.023 %) /

Hwxe npenena KoJMYeCTBEHHOTO
onpeaenenus (IIKO = 0,023 %)

Impurity D / [Ipumecs D 0.01%7/0,01%
Impurity E / ITpumecs E Below LOQ (LOQ
Impurity F / IIpumecs F

Below LOD (LOD =0.014 %) /
Huxe npenena obuapysxxenus (I10 =

0.05% /0,05%

Below BDL (BDL= 0.05 %) / Hike
nopora peructpauuu (ITP =0,05 %)

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

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

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

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

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

Total impurities /
CymMmMa npumeceit

0.1 %/0,1 %

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

7 | Chiral purity / XupaabHas
YHCTOTA

Not detected / He oOHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/

Ipumevanne: [IpogykxT cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: & HpOBepili@/\/ Onobpeno: Menenxep / PykoBoaurtenn
— P:;F‘_ R
Date / , < Date/ Date / - «
2R o5 W -_ 207
Iara: > 'US\ Hara: 9% ~05-202%5 | Hara: 2-g—=L-
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: Annepaii TabNETKH, MOKPHITHIE MIEHOYHOM 06OIOUKOMN, 5 MI'
Market / Poinox : Russia / Poccust
Batch No. / i Batch Quantity / . 1040300 tab /
Cepus Ne ¢ 2303818 Pasmep cepun 1040300 Tab
Analytical Repovrt No./ . 890001812555 Date of Analysis / . 26/05/2025
AHaTUTHYECKHH oTYeT No JlaTa anaan3za
Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
JaTta npousBoacTsa T'opeH no
Mfg. License No. /
IMpousBoacTBEHHAs! : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
JnueHsus Ne
Analysis performed according ND No / Anaju3 nposenen mo HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 4 of 6/ Ctp. 4 u3 6

8 | Loss on drying / IToteps B
Macce NpH BbICYIIMBAHHH

2.4%/2,4%

Not more than 6.0 % / He 6osee 6,0 %

9 | Microbiological purity*/ MukpoOunoJsornyeckasi yucrora*

a) Total Aerobic Microbial
Count / O61ee uucio
a’pOGHBIX MUKPOOPraHU3MOB

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 / O61ee unucno
JPOXOKEBBIX U IUIECHEBBIX
rpubos

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

Not more than 10> CFU/g /
He 60s1ee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytcTByeT B 1 T

Shall be absent in 1 gram /
OtcytctBue B 1 1

10 | Uniformity of dosage units /

Acceptance value (AV) should not be more

OpHopogHocTh than 15.0./ IToka3zarens npuemnemocta (AV)
4.4 /4,4
J03UPOBAHHUA JoJbkeH ObITh He Gonee 15,0.
11 | Assay / KosinyecTBennoe Between 4.75 mg and 525 mg of
onpejesieHHe 4.90 mg / 4,90 mr levocetirizine dihydrochloride per tablet. /

Ot 4,75 mr pgo 5,25 Mr JjeBOLETUPU3UHA
JUTHIPOXJTIOpHUA B TaOJETKE.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayKT cooTBeTCTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[ToAroToBneHo: &' IIpoBepen ~F Ono6peno: Menemxep / PykoBoautens
o — o=

Date / Date / Date / ' - 0% «

Jlata: ULE 05 1o ] Jara: 25 ~05~925 | Jlara: 2€P
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Ipoaykr: Annepsaii TabNeTKH, MOKPHITHIE INIEHOYHOM 06004KOH, 5 MT

Market / Poinok : Russia / Poccus

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

Cepusi Ne P 2305818 Pasmep cepun 1040300 Ta6

Analytical Repo“rt No./ . 890001812555 Date of Analysis / . 26/05/2025
AHasuTHyecknii oTuer Ne JlaTta anaan3za

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

/Jata mpousBoacTBa T'open 1o

Mfg. License No. /

IIpounssoacreeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JnueH3ust Ne

JITI-Ne(001333)-(PI'-RU) ot 15.1

1.23

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 5 of 6 / CTp. 5 u3 6

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Ttabnerox B
6mucrep u3 (ITA/AJI/TIBX) donbru
/ amomunueBoif ¢omeru. Ilo 3
GurcTepa BMECTE C HHCTPYKLHEH Mo
IIPUMEHEHUIO (stucTROM-
BKJIJIpIILIEM) B ITAYKY KaPTOHHYIO.

7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 unm 10 Ttabierok B Guucrep u3
(IIA/AJI/TIBX) doneru  /  amoMuHHEBOIM
¢donbru. Ilo 1, 2 unu 3 Gaucrepa BMecTe ¢
UHCTPYKLMEH [0 NPUMEHEHHIO (JIHMCTKOM-
BKJIaJIbILLIEM) B TAUKY KAPTOHHYIO.

* 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.

* IIpoBOANTCS NPOM3BOAMTENEM MPH BBITYCKE NIEPUOANIECKH (C HHTEPBAJIOM OLHO HcmbITanue Ha 10 cepuit unu He Menee 1 pasa B ron).
[MokazaTens MOXET OBITh HE BKITIOYEH B CEpTU(UKAT aHami3a GUpMBI

API name / HaumeHoBaHue

ADC:

Levocetirizine dihydrochloride / JleBonetnpusiHa auruapoxjaopua

INN/ MHH:

Levocetirizine / JleBoueTHpU3uH

API manufacturer batch number /
Homep cepun npousBoantess ADC:

ACRHO004059, ACSH000129 & ACSH000136

FP Manufacturer API Batch number /
Howmep cepun cyOcTaHnnm
npoussoautess ['JID:

FCRA02579, FCSA00118 & FCSA00190

Remarks : The Product confirms to ND/

IMpumeuanne: [IponykT coorBeTcTBYET TpedboBaHusM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / ,7ﬂ Approved by: Manager/Executive /

[ToAroToBNEHO: HpOBepeH@ Onobpeno: Menemxkep / PykoBoautesp
— ra=.

Date / ‘ Date / Date / 225

Jlara: 2R —o5 —10LS | Jlata: D& —05-20045 | Hara: 2F e
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
IpomyxT: Annepsait TabneTkH, NOKPHITHIE MIEHOUHOM 060IOUKO#, 5 MI'
Market / Poinok : Russia / Poccus
Batch No. / . C2505818 Batch Quantity / . 1040300 tab /
Cepus Ne ) Pasmep cepun 1040300 Ta6
Analytical Repovrt No./ . 890001812555 Date of Analysis / . 26/05/2025
AHaJNTHYECKHI oTyeT Ne JlaTa aHanu3a
Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
JlaTa npou3BoACTBa T'oaen no
Mfg. License No. /
IpoussoacTBeHHas! : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHUeH3usT Ne
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page 6 of 6/ Ctp. 6 u3 6

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Hpomssopures ADC, crpana: J-p Pennu’c Jlaboparopuc JIta., Mnaus
Survey Ned1, (Formulations Technical Operations - Unit-III),

l;;n;e;::g l;fls;iiut:li(::l/zégzltlrl(:llosfg: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / g Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
State, India (License No 59/RR/AP/97/F/R)

Hauvenosanue, anpec n nomep Vuacrok Ne 41, (TIpoussozacTBeHHOe noapasaenenue-IIl), Bauynanm

“Zuezz::;;":gm:g'm’ Bunnanx, bauynanim Mannan, Menuan Mankapkrupu J{ucTpukr,
ocymt m bauynannu (B), bauynanmu (M), Menuan-Mankapkrupu (1), wrat

NMPOU3BOACTBO/KOHTPOJIb T T N
kauecTBa/spmyck TJID / enanrasa, Muaus (Jluuensus Ne 59/RR/AP/97/F/R)

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
erified and their compliance with Good Manufacturing Practice.

3aKJI0ueHne 0 COOTBETCTBHM: «HacTosIMM s MOATBEPXKAAt0, YTO NPHBEJEHHAs BbIIe HH(HOPMALHUS SBISETCS JOCTOBEPHOI
¥ TOYHOH. DTa cepusi NPOAYKLMHU Ipou3BeeHa (BKIIIOUas YIIAaKOBKY (MapKUpPOBKY) H KOHTPOJIb KQUeCTBa) Ha BbILIEyKa3aHHON
NPOU3BOACTBEHHON IUIOWIaAKe (MJolagKkax) B TIOJHOM COOTBETCTBUM C TpeOoBaHMsMU [IpaBuin Hamnexaiuei
npou3BoACTBeHHON mnpaktuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOOBaHUSIMHU KOHTDOJS KauyecTBa
JIEKapCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBUM CO CHELM(UKAMAMY, COACPKAIIMMUCS B PETHCTPALMOHHOM J0ChE
CTpaHbI-UMIIOpTEpPa. 3alMCH IO TMPOU3BOJACTBY, YMAKOBKE WM aHAJM3Y IMPOBEPEHbI, W YCTAHOBIEHO MX COOTBETCTBHE
TpeboBanusm [IpaBuit Hajexaeit Mpou3BOACTBEHHON MPAKTHKH.

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

Ipumeuanue: [Ipogykt cootBeTcTBYET TpeboBanusm HJJ 3akmoyenne: OJJOBPEHO

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

TloaroroieHo: & IIpoBepen Onobpeno: Menemxep / PykoBoaurens
= — S

Date / _ —~ | Date/ Date / <

Jlara: 18 oS —S Hara: 25 ~05 -2025 | Hara: 2 Col— W2






