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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpomykr: Annepsaii TaGneTkH, NOKPLITEIE TIEHOYHOH 060M0YKOl, 5 MT

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne PE2H03705 Pasmep cepun * 1040300 Tab
A i . i

nalytical Repovrt No. / . 890001753072 Date of Analysis / . 30/07/2024
AHaanTuuecKHii oTyeT Ne JaTa anannsa
Date of Manufacture / . 07/07/2024 Date of Expiry / . 30/06/2027
Jata nponsBoacTsa I'oxen no
Mfg. License No. /
IIponsBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JTuuensns Ne

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

Analysis performed according ND No / Auanus nposeaen o HJI Ne: JIIT-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page1of 7/Crp. 1 u37

Ne Test / IlokazaTejs

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onncanue

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
JIBOSIKOBBITTYKJIbIE TabeTkH,
TOKPBITBIE IUIEHOYHOH 000NOYKOH
Oenoro 1uBera, ¢ OMHOH CTOPOHBI
rmajgkie, Ha OpYyroif CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
paspese sanpo 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. / OBaNbHBIE ABOSKOBBIMYKIIBIE
TabNeTKy, MOKPHITHIE TICHOYHOK 060JI04KOi
Oeyoro Miad MouTH Oejoro LBeTa, ¢ OJHOH
CTODOHBI TJNaJKHe, Ha Jpyrod CTOpOHE
rpaBupoBka «R 5». Ha nmonepeuHoMm pa3spese
sapo OT 6esnoro 10 nouty 6e0ro 1BeTa.

2 | Identification
Levocetirizine/
HWpentndpuxanus
JleBoneTHPH3UH

Complies as prescribed /
CooteeTcTBYET TpeOOBaHUAM

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 ynepxuBaHHA
OCHOBHOrO TMHKa HAa  XpomarorpaMme
HCTIBITYEMOTO pacTBOpa JIOJKHO
COOTBETCTBOBATHL BPEMEHH  YHCPXKHBaHUS
OCHOBHOTO MTUKA Ha XpOMATOTpaMMe PacTBOpa
cTaHaaptHoro ofpasua JIeBOLETHpPHU3MHA
quruapoxnopuna (paznen «KomuuecTBeHHOE
ONpeAC/ICHHEN).

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusiM HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / 2 " Approved by: Manager/Executive /
[ToAroToBIEH é?é;:‘/{,/ e Onobpeso: Menemxep / PykoBoaurens
Date / 99 Qo) Date / Date / 3y —00 SNy
Hara: 3l Harta: 3| ~07 - 202¢4 Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepsait TabieTku, NOKPHITHIE TWIEHOUHOM 06ONIOUKOM, 5 MT

Market / PeiHoK : Russia / Poccus

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

Cepus Ne 8 €2495706 Pasmep cepuu * 1040300 126

Analytical Repourt No./ . 890001753072 Date of Analysis / . 30/07/2024
AnaanTHyecKkuii oTuyeT Ne JaTa ananmuza

Date of Manufacture / . 07/07/2024 Date of Expiry / . 30/06/2027

JaTa nponsBoacTsa T'omen mo

Mfg, License No. /

IIpousBoacTBeHHast ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JuneH3ns Ne

Analysis performed according ND No / Anaaun3 nposeaen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page2 of 7/ Crp.2 m37

3 | Average weight /
Cpenunsas macca

133.96 mg / 133,96 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr +4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /

4 min / 4 Mun

Not more than 15 min / He 6onee 15 Mmun

PacnagaemocTsb
5 | Dissolution / PacTBopeHue Unit-1/ Tabn.-1 95 % NLT 80% (Q) of label claim of levocetirizine
Unitn ] Taon.2 95 % 0d1hydrochlor1de after 20 min. / He menee 80
% (Q) OT HOMMHAJIBHOTO COJAEpPXKaHUS
Unit-3 / Ta6n.-3 97 % JIeBOLICTHPU3NHA AMTHIApoxJiopuna uepes 20

Unit-4 / Tabn.-4 97% |
Unit-5 / Ta6n.-5 97 %
Unit-6 / Ta6n.-6 96 %

6 | Related Substances / PoncTBeHHble NPUMeECH

Impurity A /pumecs A

Impurity B / [Tpumece B

Impurity C / ITpumecs C

Impurity D / [lpumecs D

Not detected / He obHapyxeHa

0.03%/0,03%

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Hwxe npenena KOMMYeCTBEHHOTO
ompenencaus (ITKO = 0,004 %)

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

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

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

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

Remarks : The Product confirms to ND/
IMpumeuanne: [ponykt coorBercTBYeT Tpebopanusm HJT

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

N
Prepared by / D S0 f//’, "| Checked by / Approved by: Manager/Executive /
Honrorosneﬂo:gﬁ' Hposepeng:/* 1\ ~7 Ono6peno: Menemxkep / PykoBoaHTENb
= = y— s
Date / 29*_ /) s Date / Date / 31 0N W
Jara: 2l 2 Jlara: | -07~2024 | Hata:




CERTIFICATE OF ANALYSIS
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CEPTUPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Hpoaywr: Annepsaii TabneTky, NOKPBITHIE MIEHOYHOM 0605104KO#, 5 M

JnueHsus Ne

Market / Peinok : Russia / Poccus

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

Cepus Ne £ (2409706 Paimep cepnn " 1040300 Tab

Analytical Repovrt No. / . 890001753072 Date of Analysis / . 30/07/2024
AHaanTHyeckuii oTuer No Hdara ananun3za

Date of Manufacture / . 07/07/2024 Date of Expiry / . 30/06/2027

Jara npounsBoacrsa Toxen o

Mfg. License No. /

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

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

Analysis performed according ND No / Ananans nposeged mo HJT Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page3of 7/Crp.3u3 7

Impurity E / TTpumecs E

Impurity F / ITpumecs F

0,014 %)

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas enuHu4Has
HedAeHTHDUIMPOBAHHAS
NpUMeCh

0.03% /0,03%

0.09% / 0,09%

Below LOD (LOD =0.014 %) /
Huxe npenena obHapyxenus (110 =

Not detected / He oOHapyxeHa

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 6onee 0,2 %

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/

Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

=T Checked by /

L)
Prepared by / -
[ToarorosneHo: thga-/// [Iposepen OC

Approved by: Manager/Executive /

N~/ OnobpeHo: Menemxkep / Pykosoaurens
= —
Date / X Date / Date / 31 4 o
Iarta: 8”-&9 W Iata: 21 ~-0 7~ 202 | Hara: *
i
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

ITpoayxr: Annepeaii TabneTky, MOKPBITEIE

[Product : Allerway film-coated tablets 5 mg

IJIEHOYHOH 000JI0UKOii, 5 Mr

Market / Peinox : Russia / Poccust
Batch No. / . Batch Quantity / 1040300 tab /
Cepus Ne g Pazmep cepun " 1040300 Ta6
A i X i

nalytical Repovrt No. / . 890001753072 Date of Analysis / . 30/07/2024
AHaauTHYeCKHH oT4eT No JlaTa anaausa
Date of Manufacture / . 07/07/2024 Date of Expiry / . 30/06/2027
Jarta npousBoacTea Toxen no
Mfg. License No. /
IlpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHueH3nuss Ne

JIII-Ne(001333)-(PT-RU) o7 15.11.23

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

Page4of 7/Ctp. 4 u3 7

"7 [ Chiral purity / XupaabHas

JUCTOTA

Below LOD (LOD = 0.0138 %) /
Hwxe npenena obHapyxenus (I1O
=0,0138%)

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

8 | Loss on drying / IloTeps B
Macce NPH BhICYIUHBAHAH

2.4 %/2,4 %

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

9 | Microbiological purity*/ Mukpo0uosoruuecKkasi 4acToTa*

a) Total Aerobic Microbial
Count / Ob1ee uucio
a3pOOHBIX MUKPOOPTAHHU3MOB

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 yrcio
JIPOXOKEBBIX U M17IECHEBBIX
rpuboB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OtcyTcTBYeTB 1 T

Shall be absent in 1 gram /
OtcyrcTBHE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYeT TpeboBaHusamM HJJ

Conclusion : APPROVED /
3axmouyenne: OJIOBPEHO

~)
Prepared by / &@,9’ Checked by / Approved by: Manager/Executive /
TTOATOTOBNEHO; A b & Hpoacch()@ ~ 0 Onobpeno: Menemxkep / PykoBonuTens
Date / Date / - Date / = ~
~ > 1B TR
Jara: 21 9 2024 Jlara: 31-07 - 2024 Hara: ™
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
HMpoaykr: Annepsoii Tabnetky, MOKPBITHIE TUIEHOYHOH 060104KOi, 5 Mr

Market / Pbinox : Russia / Poccust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne eSS Pasmep cepuu " 1040300 tab
A i . i

nalytical Repovrt No. / . 890001753072 Date of Analysis / . 30/07/2024
AHanHTHYECKHIT oTyeT No Jara ananusa
Date of Manufacture / . 07/07/2024 Date of Expiry / . 30/06/2027
Jarta npousBoacTea Tonen ao
Mfg. License No. /
MponspoacreeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
JIHIeH3ns1 No

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

Analysis performed according ND No / Anasin3 nposenen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page5of7/Crp.Su3 7
10 | Uniformity of dosage units / 3.7/3,7 | Acceptance value (AV) should not be more
OoHOpogHOCTD than 15.0./ TTokasarens npuemnemocta (AV)
AO03MPOBAHHSA JomxeH 6b1Th He 6onee 15,0.
11 | Assay / KornuecTBeHHOe 4.96 mg/ 4,96 mr Between 4.75 mg and 525 mg of

levocetirizine dihydrochloride per tablet. /

aluminum foil blister. 1 blisters with
patient information leaflet in a
carton pack. / ITo 10 rtabnerok B
6mucrep us (ITA/AJI/TIBX) donbru
/ amomuHuesoii ¢onbru. Ilo 1
6nucTepa BMECTE ¢ HHCTPYKLUEH M0
MPUMEHEHHIO (mcTKOM-
BKJI&AbILIEM) B MUKy KaPTOHHYIO.

ornpejesieHue
Ot 4,75 mr po 5,25 Mr neBOLETHPH3MHA
JUTHAPOXJIOpHIa B TabneTke.
12 | Packaging / YnakoBKa 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 umu 10 Tabnetok B ONHCTEp U3
(TTA/AJI/TIBX) ¢oneru / antOMUHHEBOM
¢donsru. Ilo 1, 2 unu 3 6nucrepa BMecTe ¢
UHCTPYKIMEH MO TNPUMEHEHHIO (JTUCTKOM-
BKJaIbILIEM) B MauKy 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.
* [IpoBOIUTCS NPOU3BOIMTENEM IIPH BbIMYCKE IEPHOAUHECKH (C MHTEPBATIOM OIHO HCMbiTaHue Ha 10 cepuit unu He MeHee | pasa B rom).

IMoxazatens MOXeT ObITh HE BKITIOUEH B CEPTH(HKAT aHan13a Gpupmsl

API name / Hanmenosanne APC:

Levocetirizine dihydrochloride / JlesoLeTHpu3HHa JUTHAPOXIIOPHA

INN/ MHH:

Levocetirizine / JleBoLeTHpU3UH

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

N /\
Prepared by / | Checked by / Approved by: Manager/Executive /
IlonroroeneHo; ﬁé/ IIpogsepero: N ~p Onobpeno: Menemxkep / PykoBonuTensb
Date / Date / - Date / = s
O3, 0N TN
Jara: £l 2044 Jara: ) ~07-902¢{ | Nara:
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D r. Reddy s q .. CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Mpoaykr: Annepesii TabneTkH, NOKPHITHIE IEHOYHOM 0600YKOl, 5 M

Market / PoiHoOK : Russia / Poccus

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

Cepus Ne jIEEH00T Pasmep cepun * 1040300 Tab

Analytical Repovrt No. / . 890001753072 Date of Analysis / . 30/07/2024
AHaguTHYeCKHH oTyeT Ne JaTa ananausa

Date of Manufacture / . 07/07/2024 Date of Expiry / . 30/06/2027

JlaTa npousBoacTBa Tomen ao

Mfg. License No. /

IIponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
Juuen3znsa Ne

JITI-N2(001333)-(PT-RU) ot 15.11.23

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

Page 6 of 7/ Ctp. 6 u3 7

API manufacturer batch number /
Homep cepun npouzoauTensn A®C:

ACQHO004209, ACQHO004208

FP Manufacturer API Batch number /
Homep cepun cybcTaHunu
npousoantens I'JIdD:

FCQA02970, FCQA02969

API Manufactured by & country /
IIpouspoautens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlaboparopuc Jita., Ueaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBaHHe, ajipec H HOMeD
JIMIEH3UH NJIOIMAJKH,
OCylIeCTBJHIIOLIeH
NMPON3BOACTBO/KOHTPOIb
kadecTBa/Boinyck I'JID /

Survey Ned41, (Formulations Technical Operations - Unit-III),
Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
State, India (License No 59/RR/AP/97/F/R)

VYuacrok Ne 41, (TTpouzsoacTeeHHoe nojpasaeneHue-111), bauynamum
Bunnamk, bauynamnm Manaan, Meauan MankaJokrupu JIHCTPHKT,
bauynamny (B), Bauynanmu (M), Meguan-Mankamkrupu (1), wrat

Tenanrana, Muansa (Jlunensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanusm HJJ 3axmouenune: OJJOBPEHO
Prepared by / f/f “Checked by / Approved by: Manager/Executive /
IToxrorosneHo: 2! [Tposepei g \ /\/) Onobpeno: Menemxep / PykoBoauTess
= 7 )

e ) =
Date / ,99, 92 2 Date / Date / 31 01 X
Jara: Zl 2 Jara: A)~07 ~ wW2ey Jara: ¥
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Dr.Re ddy’s ".’ CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
ponyxr: Annepsait TabneTki, NOKPEITHIE MIEHOUHOH 060J0UKOH, 5 Mr
Market / PuiHoK : Russia / Poccust
Batch No. / ; Batch Quantity / . 1040300 tab /
Cepusn Ne i Pasmep cepun * 1040300 Ta6
Analytical Repourt No./ . 890001753072 Date of Analysis / . 30/07/2024
AHanIuTHYECKHIT oTyeT Ne Jara anaaun3za
Date of Manufacture / . 07/07/2024 Date of Expiry / . 30/06/2027
JaTta npousBonacTBa T'onen xo
Mfg. License No. /
IIpousBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
JHuen3us Ne
Analysis performed according ND No / Ananus nposenen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Page 7of 7/ Ctp. 7 u3 7

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/mO4EHHE O COOTBETCTBUHM: «HacTosIKM st HOATBEPXK a0, YTO PHBEAEHHAS Bbillle HHGOPMALHs ABSETCS HOCTOBEPHOM
M TOYHOH. OTa cepust NpoAyKUKH NPOoX3BeieHa (BKIIOYAas ynakoBKY (MApPKHPOBKY) H KOHTPONb KaYeCTBA) HA BhILIIEYKA3aHHOM
NpOU3BOICTBEHHOH TIuolaaxe (IJollafkax) B [OJNHOM COOTBETCTBHM ¢ TpeboBanusmu [lpaBun Haanexaiieit
NpOU3BOACTBEHHOH mnpakTHkn (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOOBaHMSIMH KOHTPOJIA KauecTBa
JIEKapCTBEHHBIX CPEJCTB, a TaKXKe B COOTBETCTBHH CO CHELUGUKAIMAMH, COAEPKKAIIUMUCT B PETHCTPALIHOHHOM IOCHE
CTpaHbI-UMNIOPTEPa. 3alMCH [0 NPOW3BOACTBY, YNAKOBKE M aHANIM3y IPOBEPEHBl, M YCTAHOBIEHO WX COOTBETCTBHE

TpeboBanusm [TpaBun Hagexareil MPOU3BOACTBEHHOM TPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IpoaykT cooTBeTCcTBYET TpebOoBaHUAM H/J 3akmouyenne: OJOBPEHO
-~ ™\

Prepared by / o ] Checked by / Approved by: Manager/Executive /
Hoz(mTosneHo:c,fo)(" = IIposepen 'r./\hu,; Onobpeno: Menemxkep / PykosoauTens

,V G 3
Date / - 907 Date/ — Date / 2y 07 o
Ilata: g/ 7 4 Jara: =S1-~0O7~202¢y | dara: *




