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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[poaykT: Annepsoii TaONETKH, MOKPLITHIE MIEHOUHOIT 000J104KO#, 5 MT

Market / Pbinok

: Russia / Poccus

nunen3nns Ne

Batch No./ . 2407822 Batch Quantity / ; 1040300 tab /

Cepusa Ne o Paszmep cepun 1040300 Tab

Analytical Reponrt No. / . 890001745054 Date of Analysis / . 20/06/2024
AHAJAHTHYECKHH oTyeT No HMaTa anannsa

Date of Manufacture / . 15/05/2024 Date of Expiry / . 30/04/2027

Jara nponsBoactea I'oaen ao

Mfg. License No. /

Ilpon3sBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

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

Pagel of 5/Crp.1 m35

Ne Test / ITokazarennb

Result / PesynbTaThl

[ Specification / Hopma

1 'X;pearanc?/ancaﬂue

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
JIBOSIKOBbINTYK/ble TabrneTky,
NOKPbITbIE TJIEHOYHOH 000N04KOi
Oenoro LBeTa, ¢ ONHOW CTOPOHBI
rnaakue, Ha  JApYroil  CTOpOHE
rpasvposka «R 5». Ha nonepeunom
paszpese sapo 0enoro 1BeTa.

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 1BOSKOBLITTYKJIbIC
TabJIETKY, NOKPBITBIE MIEHOYHON 000n0uKOi
O6enoro unuM moutd Oenoro uBeTa, ¢ OJHOM
CTOpPOHBI TJajKWe, Ha Jpyrod CTOpOHE
rpaBupoBka «R 5». Ha nmonepeynom paspese
sapo oT 6enoro 1o nouty H6enoro uBeTa.

2 | Identification
Levocetirizine/
HUnenrndukanus
JleBoueTupn3un

3 | Average weight /
Cpennss macca

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHMUSM

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 yznepxxuBaHus
OCHOBHOTO  MHWKa Ha  Xpomarorpamme
HCTIBITYEMOTO pacTBopa JIOTKHO
COOTBETCTBOBATH  BPEMEHW  YIEp)KHBaHMS
OCHOBHOTO NHKa Ha XpOMaTorpaMmme pactsopa
CTaHAapTHOro  obpaslia  JNeBOLETUPH3NHA
quruapoxnopuna (pazaen «KonwuecTseHHOe
onpeneeHuen).

© 133.40 mg/ 133,40 mr

133.25 mg £+ 4% (between 127.92 and 138.58

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

4 | Disintegration /
Pacnapaemocrsb

Smin/5 mnn

Not more than 15 min/ He 6onee 15 muH

Remarks : The Product confirms to ND/
I pumeuanue: Ipoaykt coorBetcTBYET Tpebopaniisam H/J

Conclusion : APPROVED /
32 kmouenne: OJJOBPEHO

Prepared by /
ﬂonrmosneno:%;‘ﬂ

Checked by /

=
Y=
ﬂpOBepeHoz(_ }fff/&

" Approved by: Manager/Executive /
Opnobpeno: Menenxep / PykoBoantenn

S/

R

Date / 29_06,_202,4,

Date / an ¢ N\

Jlata:

Jlara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
MpoaykT: Annepsaii TabneTKH, NOKPLITbiE NJEHOYHOH 000J0UKOH, S M

Market / Poinok

: Russia / Poccus

Auuen3us No

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

|Cepusa No ¢ C2407822 Pa3mep cepun © 1040300 Tab

Analytical RepoUrt No./ . 890001745054 Date of Analysis / . 20/06/2024

AHnaaHTHYecKknii oryer No JaTta ananusa |
Date of Manufacture / . 25/05/2024 Date of Expiry / . 30/04/2027

JaTa npousBoacrea Topen o

Mfg. License No. /

NMpounssoacreennas : S9/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 acc—ording ND No / Avanus nposeaen no HJI Ne: .JIH-N.'(001333_)-(P1"-RU) dt. 15.11.23 /

Page2 of 5/ C1p.2 u3 5

5 | Dissolution / PacTBopenue Unit-1/Ta6n.-1 101 % | NLT 80% (Q) of label claim of levocetirizine
T Uniti2 I Tabna 08 % shhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMHUHAJLHOTO CcOAepXKaHUs
Unit-3 / Ta6n.-3 98 % JIEBOLETHPU3MHA AUTHApOXIopuaa yepe3 20
Unit-4 / Ta6n.-4 9%6% |
| Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 102 %
6 | Related Substances / PoncTBennble npuMecH

Impurity A /Ilpumecs A

Impurity B/ TTpumecs B

Impurity C/ Ilpumecs C

Impurity D/ ITpumecs D

Impurity E / [1pumecs E

' Impurity Fmpmvler F

Impurtty RCT-3 / Tlpumech

[ RCT-3

Not detected / ne o6Hapyxena

0.03%/0,03%

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Hixe npenena konuyecTBeHHOTO
onpenenenus (I1KO = 0,004 %)

0.03% /0,03%

Below LOD (LOD = 0.014 %) /
Huxxe npenena obHapyxenus (I10 =
0,014 %)

0.10%/0,10%

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

Not more than 0.4 % / He bonee 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 %

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykr coorBeTcTBYET TpeboBaHusam H/

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

‘D
Prepared by / Checked by / A8 I >”} Approved by: Manager/Executive /
[Toarorosneno: éﬁ ﬂpOBepeHo:(Gj'()é OnobpeHo: Menemxep / PykosoayTenb
Date / (Lqeog <—Lo941 Date / QQ’OG’ ~w4 Date / an —v(.‘r\sv)
Jara: Jara: Jara:
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Market / Poinox

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJINU3A

Product : Allerway film-coated tablets 5 mg
MpoaykT: Annepsaii TabaeTkH, MOKPBITHIE MIIEHOYHOH 000JIOUKOM, 5 M

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
; ) :
Cepna Ne 2 €2407822 Pazmep cepun 1040300 Tab
Analytical Repourt No./ . 890001745054 Date of Analysis / . 20/06/2024
|AnanuTHuecknii oTueT Ne JlaTa aHaan3za o |
Date of Manufacture / . 25/05/2024 Date of Expiry / . 30/04/2027
JlaTa npouzBoacTBa I'onen no
Mfg. License No. /
NpouszsoacTBeHnasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIH-Ne(001333)-(PI'-RU)
Jnnedsns Ne

Analysis performed according ND No / Anann3s nposeaen no HJ Ne: JIH-N9(0013337-(P1"-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page3of 5/Ctp.3 m3 5

Any individual unidentified |Below BDL (BDL= 0.05 %)/ Huxe | Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas ennHuuHas |nopora peructpaunu (ITP =0,05%)
HeuaeHTHhUIMpoBaHHas
pHUMech
Total impurities / 0.2 %/0,2 % Not more than 1.5 % / He Gonee 1,5 %
Cymma npumecen

7 | Chiral purity / Xupanbnaa |Not detected / He obHapyxkeHa S-isomer — not more than 1.5% /
bl S-uzomep — e 6onee 1,5 %

'8 | Loss on drying / IloTeps B 1.7 %/1,7 % Not more than 6.0 % / He 6onee 6,0 %

mMacce NPH BbICYIUMBAHHH

9 | Microbiological purity*/ Munkpo6uosorndeckas yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g / | Not more than 10° CFU/g /
Count / Obuiee uncio Menee 10 KOE/r He 6osee 10° KOE/r
a3poBHBEIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10> CFU/g /
moulds count / O6mee uncno Menee 10 KOE/r He 6onee 10> KOE/r
OPOAOKEBBIX W NIIECHEBBIX
rpubos
¢) Escherichia Coli Absentin 1 gram/ | Shall be absent in 1 gram /

OtcyrctByeTB 1 T OtcytcTBHE B 1 T

10 | Uniformity of dosage units / 3.1/3,1 Acceptance value (AV) should not be more

OaHOpPOAHOCTD NO3HPOBAHUSI than 15.0./ [okazarens npremnemoctd (AV)
JlomxeH ObiTh He bonee 15,0.

11 | Assay / KonnuecTBeHHOE 4.92mg /4,92 mr | Between 4.75 mg and 525 mg of

onpeaenenne levocetirizine dihydrochloride per tablet. /

Or 4,75 mr po 5,25 Mr neBoueTHpH3HHA
JUrHpoxjaopuaa B TabneTke.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBaHHsiM H /I

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

* D
Prepared by / _ /,Q’ Checked by / (7‘3,&”  Approved by: Manager/Executive /
IMoaroToBneHo: C?'% [TpoBepeHo: W OpnobpeHo: MeHnenxep / PykoBoautens
| Date/ c e Date / 0>l Date / an -0 ey B
Jara: & L?(Oé w Jlara: = Z/OM Hara:

w?
9:_",96’%’/\"
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’ e® CERTIFICATE OF ANALYSIS
Dr. Red dy S ‘.’ CEPTUD®UKAT AHAJIN3A

(Product : Allerway film-coated tablets 5 mg

IMpoaykr: Anneps3ii TabaeTkH, MOKPbITbIE NJIEHOYHONH 000JI0UKOH, 5 MT )

Market / PoiHok : Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab / o
: C2 2 .

Cepus Ne i s Pasmep cepun 1040300 Tab

Analytical Repovrt No. / . 890001745054 Date of Analysis / . 20/06/2024

AHanuTHYecKHii oTueT No Jara aHaauza |

Date of Manufacture / . 25/05/2024 Date of Expiry / . 30/04/2027

JdarTa npou3BoAcTBA T'open no

Mfg. License No. /

IIpou3BoacTBEHHAsN : 59/RR/AP/97/F/R MA number: / Homep PY : JIH-Ne(001333)-(PT-RU)

JuneH3ust Ne B B -

Analysis performed according ND No / Auajaus nposegen no HJI Ne: JIII-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page4 of 5/ Crp.4m35

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 rTabnerok B |/ Ilo 7 unu 10 rabnetok B Onuctep M3
oancrep u3 (ITA/AJI/TIBX) doneru | (ITA/AJVTIBX)  donsry  /  anioMHUHWeBOH
/ amomunueBod Qonern. Ilo 3 | donsru. [lo 1, 2 unu 3 Gaucrepa BMecTe ¢
OnKcTEPa BMECTE C MHCTPYKLIMEN N0 | HHCTPYKUMEH 10 TPUMEHEHHIO  (NHCTKOM-
NIPUMEHEHUIO (JTMCTKOM- | BKJIQZIBILIIEM) B NIAYKY KAPTOHHYIO.
BKJIaJIbill1eM) B Nauky KapTOHHYIO.

* It is carried out by the manufacturer at release periodicall?(wﬁan 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.
* TIpoBOAUTCS NPOM3BOAUTENEM TIPH BbINYCKE NEPHOUUECKH (€ MHTEPBATIOM OAHO HcnbiTanue Ha 10 cepuit unu He McHee | paza B roa).

IlokazaTens MOXeET ObITH HE BKINOYEH B CEPTU(PHKAT aHANN3a (PUPMBI

API name / Haumenoanue ADC: Levocetirizine dihydrochloride / JlepouieTupyanna IMruipoxaopH
INN / MHH: Levocetirizine / JleBolleTMpn3nH
API manufacturer batch number / ACQH004228

Homep cepun npoussoauTtesst ADC:
FP Manufacturer API Batch number /

Homep cepun cy6eTanuum FCQA02968
npoussoanTens I'JIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponzeoaurens ADPC, crpana: H-p Penpnu’c Jlabopatopuc Jita., Unaus

I Survey Ned41, (Formulations Technical Operations - Unit-111), Bachupally

Name, address, authorization No for . L

FP manufacturineg site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
® Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

g‘:ease i‘;‘;l/l e, anbee 1 Home No 59/RR/AP/97/F/R)
p o w10 ,a ﬂl?“ " HOMED VYuacTok Ne 41, (IlpoussoacteenHoe noapasaenenue-111), bayynannu
ozmem“"nmo meg ’ Bunnapx, bauynannn Manaan, Menuan Mankamkrupn JAMCTpHKT,
N };?::;ZBCTBO;I}ZOHT - bauynannu (B), bauynannu (M), Meauan-Mankapkrypu ([), wrat
P N P Tenanrana, Munus (Jluuensus Ne 59/RR/AP/97/F/R)
kavectBa/Boinyck ['JI® /
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: IlponykT cooTBeTcTBYET TpeboBaHusiM H]L 3akmouenne: OJJOBPEHO
. /D

Prepared by / Checked by / f/_/a/"/’"" Approved by: Manager/Executive /
IloarororneHo: ;5_”,& IlpoBepeHo: = 72~ Onobpeno: Menemxep / PykoBoantens

{ 4’-* S—
Date / ©ol-2o Date / 6 -902 Date / an pC—ovy
Jlara: (L? e ’/\1 Jlata: 2 70 { Jara:
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! °® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘-‘ CEPTHU®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg _
IpoayxT: Annepsaii TabneTky, NOKPLIThIE MNIEHOYHOH 060JIOUKOI, 5 Mr - ]
Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /-

ey 2 .
Cepus Ne e Pazmep cepun " 1040300 Tad
Analytical Repovrt No./ . 890001745054 Date of Analysis / . 20/06/2024
ARananTuyeckui oryer Ne HJaTta ananu3a - B
Date of Manufacture / . 25/05/2024 Date of Expiry / . 30/04/2027
JlaTa nponssoacTea I'onen no
Mfg. License No. /
Ilpoussoacreennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PT'-RU)
auuen3us Ne |
Analysis performed according ND No / Ananu3s nposeaen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page Sof 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.

3akJoueHne 0 COOTBETCTBUM: «HacTosmuM 5 NoATBeprK a0, YTO NPUBEAcHHAS Bblille MHBOPMALS SIBISIETCS NOCTOBEPHOMH
¥ TOYHOH. DTa cepus MPoAYKUUH TIPOM3Be/ieHa (BKIIOUast YIIaKOBKY (MAPKMPOBKY) U KOHTPOJ/Ib KAUECTBA) HA BbILlEYKA3aHHO
MPOW3BOACTBEHHOH muomanke (MUIOMIAKaX) B TIIOAHOM COOTBETCTBUM ¢ TpeboBaHnsmu [lpaBun  HagnexauieH
NpOU3BOACTBEHHON npakTHkH (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeGoBaHMSIMH KOHTPOJS KauyecTBa
E€KAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUM cO crelWpHKAUMSsMH, COACPKAUIMMHCSA B PErHCTPAUMOHHOM JOChe
CTpaHbl-UMIIOpTepa. 3anucH N0 TNpPOU3BOACTBY, YNAKOBKE W aHalH3y [POBEPEHbI, M YCTAHOBIEHO HX COOTBETCTBUE
TpeboBanusm [1paBun Hannexalieil MPOU3BOJCTBEHHON NPaKTHK.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: IlpoaykT cooTseTcTBYET TpeboBaHmsm HJJ L73al<moqeﬂne: OJOBPEHO

Prepared by / Checked by / _@ﬁ'i ] Approved by: Manager/Executive /
[TonroroBneHo: ?%(JO" ITposepeno: ) :W Onoodpeno: Meneaxep / Pykosoantens
S~

Date / QIQCDQFLDLL, Date / 2 -0k ,2024 Date / AN LAy

Jara: JHara: Hara:




