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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Annepsaii TadneTKH, NOKPHITbIE MIEHOYHOH 06010UKOH, 5 MT

Market / Poinox

: Russia/ Poccus

Jauuenzun Ne

Batch No. / Batch Quantity / 1040300 tab /
oo .
Cepna No = C2300798 Pazmep cepuu * 1040300 Tad
Analytical Repovrt No. / . 890001745541 Date of Analysis / . 21/06/2024
AnanuTHvecknii oTyer Ne o ___|AaTa anaqu3sa
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
JlaTa npoH3BOACTBA TI'open go
Mfg. License No. /
IIpou3BOACTBEHHAsT : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)

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

Analysis performed according ND No'/ Anaan3s nposeaen no HJ[ Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page1of 5/Ctp.1m35

Ne Test / ITokazaTean

Result / PesynbTaThl

Specification / Hopma

1 | Appearance / Onucanue

2 | Identification
Levocetirizine/
Npenrudpukanus
JleBoueTHpH3HH

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. / OabHble |
JBOSIKOBBINYKJIbIE TabneTky, |
NIOKpPbITbIE MJEHOYHOH 000104KO0MH
6enoro 1LBeTa, C OAHOW CTOPOHBI
rnaakye, Ha Jpyrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
pazpese snpo 6e5oro 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. / OBanbHblE ABOSIKOBBINYKJIbIE
TabJeTKK, MOKPHIThIE IIEHOUHOH 000n0uKoi
fenoro uid moyTH Oenoro UBeTa, ¢ OJHOM
CTOpPOHBI TNajkye, Ha Jpyroil CTopoHe
rpaBupoBka «R 5». Ha monepeunoMm paspese
sApo OT 6es1oro J0 oyt 6enoro 1BeTa.

Complies as prescribed /
CootseTcTBYET TpeGOBaHUIM

3 | Average weight /
Cpeansis macca

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”). / BpeMms yaepxnBaHusi

OCHOBHOTI'O MuKa Ha XpoMartorpamme
HCIILITYEMOTO pacTBOpa JOJI’KHO
COOTBETCTBOBATH BpPEMEHU YAEPKKNBAHUSA

OCHOBHOI'O IMKa Ha XpoMaTorpaMmMme pacTBopa
CTaHJapTHOro  obpa3ua  JeBOUETHpPH3HHA
quruapoxiopuaa (pasaen «KonnuecTBeHHoe
onipefieNieHren).

~132.90 mg /132,90 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 /
PacnapaemocThb

5min/ 5 MuH

Not more than 15 min/ He 6onee 15 mun

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTBYeT TpeboBaHusM HJL

b
Pan)

Conclusion : APPROVED /
Jaxmiouenne: OJJOBPEHO

Prepared by /
INoarotoneno: %{"fﬂv

Checked by /, = p—p_‘
IlposepeHo: <=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoanrens

y

Date /
JHara:

290 & -2024

Date / @% 2024

Jara:

Date /
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MHara: he
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJU3A

Product : Allerway film-coated tablets 5 mg
MpoaykT: Asnepsaii TaGneTKH, NOKPLIThIE MIEHOUHONH 000J0UKOH, 5 MT

Market / Phinok

: Russia/ Poccus

nnuensus Ne

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

Cepust No i 2407794 Pazvep cepun © 1040300 Tab

Analytical Repovrt No. / . 890001745541 Date of Analysis / . 21/06/2024

| AHanTRYecKnii oTyeT No JaTa anannsa B B

Date of Manufacture / . 91/05/2024 Date of Expiry / . 30/04/2027

JaTa npousBoacTBa T'oaen o

Mfg. License No. /

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

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

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

Page2 of 5/Crp.2 35

5 | Dissolution / PacTBopenne

Unit-1/ Ta6.-1 98 %
Unit-2 / Tabn.-2 95 %
Unit-3 / Ta6bn.-3 94 %
Unit-4 / Tabn.-4 96 %
Unit-5 / Tabmn.-5 95 %
Unit-6 / Tabn.-6 98 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
colepKanmst
JIeBOLETUPU3NHA AWUTHApOXNOpHAa depes 20

% (Q or

HOMHWHAJIbHOIO

MUH.

6 | Related Substances / PopcTBennble npumecu

Impurity A /IpuMecs A

Impurity B / [Tpumecs B

Impurity C / IIpumecs C

Impurity D/ Tlpumecs D

Impurity E / Tlpumecs E

Impurity F / [pumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Not detected / He oOHapyxeHa

0.03%/0,03%

Not detected / e o6Hapy»xeHa

~ |Below LOQ (LOQ = 0.004 %) /

Huxe npenena KonM4ecTBEHHOTO
onpenenenua (ITKO = 0,004 %)

0.04% /0,04%

Below LOD (LOD = 0.014 %) /
Hwxe npenena obHapyxenus (110 =
0,014 %)

0.08%/0,08%

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 60nee6,4 %

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [lponykt coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

73
Prepared by / Checked by / p_g:‘—r“:/r Approved by: Manager/Executive /
I"IonrOTOBneHo:gé;:ﬁ‘ HpOBepeHoz}@% OpnobpeHo: Menenxep / Pyxosoautens
Date / Date / 2 Date /
w420 -~ a0 6\
Jara: Qf—} 6 9/(1 Jara: 2 } 06 2/024 Jara: ™




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
TlpoayxT: Asiepeaii TabneTKH, NOKPBITHIE INIEHOYHON 06010UKOH, 5 MT

Market / Poinok

: Russia / Poccus

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

Cepun Ne g Pasmep cepuu © 1040300 Tab

Analytical Repourt No. / . 890001745541 Date of Analysis / . 21/06/2024

ARHAJUTHYECKHIT oTYeT No _|MaTa anann3za |
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027

JlaTa npon3BoacTBa Tonen no

Mfg. License No. /

IpousBoacTBeHHAs! : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Juuen3us Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page3 of S/Crp.3 35

Any individual unidentified |Below BDL (BDL=0.05 %)/ Huxe | Not more than 0.2 % / He Gonee 0,2 %
impurity / Jlrobas enuHuyHas [nopora peructpanuu (ITP =0,05%)
HeHJEeHTHQUITUPOBAHHAS
pUMech
Total impurities / 0.1 %/0,1 % | Not more than 1.5 % / He 6onee 1,5 %
CymMma mpumeceii
7 | Chiral purity / Xupaawnasn |Not detected / He obHapykeHa S-isomer — not more than 1.5% /
ERSTCRS S-n3omep — e 6onee 1,5 %
8 | Loss on drying / IloTeps B 2.3%/2,3 % Not more than 6.0 % / He 6oiee 6,0 %
Macce Ipy BbICYIIMBAHUH
9 | Microbiological purity*/ MukpoGuonornyeckas yncrora*
"a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / Obuiee uncno Menee 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / OfLuee uucno Menee 10 KOE/r He 6onee 102 KOE/r
JPOMOKEBBIX W MIIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyTtcTBYeTB 1 T OrcyrcTBUE B 1 T
10 | Uniformity of dosage units / 2.9/2.9 Acceptance value (AV) should not be more
OQHOPOAHOCTH AO3HPOBAHMSA than 15.0./ Tlokasarens npuemaemocti (AV)
JloJkeH ObITh He Gonee 15,0.
11 Assay / KoanyecTBeHHOE 4.90mg /4,90 mr Between 4.75 mg and 525 mg of
onpejesieHue levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr npo 5,25 Mr neBoLeTHPH3MHA
JUTHAPOXNIOpKAa B TabJjieTKe.,

Remarks : The Product confirms to ND/

Ilpumeuanne: I1poaykr cootBeTcTBYET TpeboBanusM HJJ
| )

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

Checked by /

_|-Approved by: Manager/Executive /

IToarotosneHo: §ng'£, [TpoBepeHo: Opobpeno: Menenxep / PykoBoauTenb
—
Date / Date / -G~ 02 Date / S
o {-20 25-0 A a0 -P( N
JlaTa: 9 5 DA} Jarta: ? Jlara: %




CERTIFICATE OF ANALYSIS

' Dr. Reddy’s ‘;‘

CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg ‘ B
Mpoayxr: Anjiepsai TabeTRH. NOKPHTHIE NEHOUHOH 000104KOM, 5 MT
Market / Poivok : Russia / Poccus
Batch No. / “[Bateh Quantity/ 1040300 tab/

ey .
Cepust Ne gpeEn Pazmep cepun © 1040300 Tab
Analytical Repovrt No./ . 890001745541 Date of Analysis / . 21/06/2024
Ananutu4deckuii otuer Ne L JaTa aHanu3a B ]
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
JlaTa npon3BoacTBa I'onen no
Mfg. License No. /
IIpou3BoAcTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT"-RU)
anuensust Ne -
Analysis performed according ND No / Anasanz nposeaen no HJI Ne: JITT-Ne(001333)-(PF-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) or 15.11.23

Paged4 of 5/Crp.4 u35

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnerok B
onuctep u3 (ITA/AJIVIIBX) donbru
/ amomuHueBol Qonbru. Ilo 3
fnucrepa BMecTe ¢ MHCTPYKUMEN No
(nHcTKoMm-

12 | Packaging / YnaxoBka

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 uma 10 Tabnerok B Onucrep u3
(TIA/AJUTIBX) doneru / amoMuHUEBON
donbru. Ilo 1, 2 unu 3 6mMcrepa BMecTe ¢
WHCTpYKIell 10 NpUMEHEHMIO  (JIMCTKOM-
BKJIafblllleM) B MAUKy KapTOHHYIO.

NPUMEHEHHUIO
BKJIa/IbILUEM) 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.
* [IpOBOANTCS POU3BOAUTENCM [IPH BLIMYCKE NCPHOAHUCCKH (€ IHTEPBATONM OAHO HEMblTanue Ha 10 cepnii unu ne Menee 1 pasa B ron).
Toxa3satens MoKeT OBITH HE BKIIOUCH B CCPTH(IKAT anaansa (pupMbl

API name / Haumenosaune ADC:

Levocetirizine dihydrochloride / JleBouieTUpH31Ha AUTUIPOXTIOPUA

INN / MHH:
API manufacturer batch number /

Levocetirizine / JleBoueTupH3uH

Homep cepun npoussoautenss ADPC: - ACQHO004192 S
FP Manufacturer API Batch number /
Howmep cepuu cybecranumnn FCQA02966

| nponsopuTens I'JId:

| API Manufactured by & country /
Hponssogurens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Peann’c Jlaboparopuc Jitn., Mnans

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

HaumenoBaHue, aapec 41 Homep
JHMUEH3HH NJIOLIAAKH,
ocyIiecTBJIsAIOMIEeH
NPOU3BOACTBO/KOHTPOIb
\_Ki‘ieCTBa/Bbll'lyCK rJd/

Survey Ne41, (Formulations Technical Operations - Unit-11I), 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)

Yuactok Ne 41, (TlpousBoacreenHoe noapasnenenue-111), bauynananu
Bunnank, bauynanny Mannan, Menuan Mankankrupu JJUCTpukT,
Bayynannu (B), bauynanni (M), Meguan-Manxamxrupy (), wrar
Tenaurana, Muuis (JInuensns No 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

ITpnmeuanne: Tlpoaykt cooTBeTcTBYET TpedoBarusm HJJ

Conclusion : APPROVED /

3axkmwuenne: OJOBPEHO
)

N
Prepared by / Checked by / ﬁfpa'rprproved by: Manager/Executive /
IToaroroBneHo: é’;—/)‘; ITposepeHo: '!3’?&/ OnodpeHo: Menemxep / PykoBoauTtesb
Date / Date / Date /
)0l 7-066-2024 an —oC Ay
Jlara: 7 & 209/\1 Jara: Z o 2 Jata: H
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L/ o@ CERTIFICATE OF ANALYSIS
D . Reddy S ‘-‘ CEPTU®UKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
(MpoaykT: Annepssii TabneTkH, NOKPLITHIE NAEHOYHOH 000NOUKOM, 5 MT
Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /
. 2 :
Cepnst Ne & C2407794 Pazmep cepun 1040300 Tab
Analytical Repovrt No. / . 890001745541 Date of Analysis / . 21/06/2024
AnanuTHyveckitii oryer Ne - JMaTta ananusza B - |
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
JlaTa npoH3BoACTBA T'oaen go
Mfg. License No. /
MpousBoacreenuas : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jinuensus Ne
Analysis performed according ND No / Auaans nposeaen mo HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JII-Ne(001333)-(PT-RU) ot 15.11.23 B |
PageSof 5/Ctp.Su3 5

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.

3akJloueHne 0 COOTBETCTBHK: «HacTosIMM s MOATBEPXk a0, YTO MPUBEJEHHAs Bbllle UH(HOPMaLUa ABNIAETCS NOCTOBEPHON
v TOYHOM. DTa cepust TPOAYKLUH Npou3BeieHa (BKIouas ynakoBky (MapKupoBKY) U KOHTPOJIb KauecTBa) Ha BbIllleyKa3aHHON
NPOM3BOACTBEHHON nuollanke (MiIoWAaAKkax) B NONHOM COOTBETCTBUM ¢ TpeOoBanuamM IlpaBun Hajanexaileh
npousBoAcTeeHHoiH npakTikd (NeGMP-01887/21/IN or 28 anpena 2021) M TpeboBaHWSAMHU KOHTPONs KayecTBa
JIEKAPCTBEHHbLIX CPEACTB, a TAKKe B COOTBETCTBMM €O CNELMGUKALMIMH, COAEPXAIUMHCE B PErMCTPAllMOHHOM JlOChEe
CTpaHbi-UMTIOpTepa. 3amicH 10 TNPOM3BOACTBY, YNAaKOBKE M aHaJIM3y IPOBEPEHBl, M YCTAHOBJEHO MX COOTBETCTBHE

Tpe6OBaHI'I$lM HpaBnn Hajanexatie ]'IpOH3BO}:lCTB€HHOFI NIPaKTUKU.

Remarks : The Product contirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [lpoaykt cooTreTcTBYET TpedoBaHsM HJL 3aknwuenne: OJOBPEHO
)

Prepared by / Checked by /@,9’/ Approved by: Manager/Executive /
I"lomomsnmo:#a/ ﬂponcpcm% Onobpeno: Meneaxep / Pykosonnrens

: ' >
Date / (Lq,oér.%q/(_} Date / 2 6—2,02/) Date / an 0o,
JHara: JaTa: Jara:




