Or.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Hpoaywrr: Anneppaii TabneTky, NOKPHITHIE MEHOYHON 060H04UKOIT, 5 MT

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
Cepusn Ne § C2407795 Pasmep cepin " 1040300 26
Analytical Repourt No./ . 890001751470 Date of Analysis / . 23/07/2024
AHaJiHTHYeCKH oTyeT Ne JdaTta anasnza
Date p

ate of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
ara npoussoncrsa T'ogen Ao
Mfg. License No. /
INpoussoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JMuensna Ne

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

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

Pagel of 5/Ctp. 1 m3 5

Ne Test / IlokasaTens

Result / PezyabTaThl

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. / OBaJibHble
JIBOSIKOBBITYKJIBIE TabneTky,
TIOKDBITBIE MJICHOYHOH 060J0UKOM
Genoro 1BeTa, ¢ OAHOW CTOPOHBI
riajKue, Ha JApyrod cTopoHe
rpasupoBka «R 5». Ha nonepeunom
paszpe3se sapo 6eoro 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. / OBaJybHbIE JBOSIKOBBIIYKIIBIE
TabNeTKH, IMOKPHITHIE TIEHOYHOM 060/104KOi
6eoro WA MOUTH Oejoro LBeTa, C OAHOM
CTOPOHBI TNIaJKHe, Ha JpPYyroii CropoHe
rpaBupoBka «R 5». Ha nonepedHom paspeze
AP0 OT 6eJIoro 10 MOoUTH 6eNoro 1BETA.

2 | Identification
Levocetirizine/
Hpentuduxauus
JleBoneTHpH3HH

Complies as prescribed /
CooTBeTCTBYET 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 ynepxuBaHHS
OCHOBHOTO  NHKa Ha  XpoMarorpaMmme
UCTIBITYEMOTO pacTtBOpa JIOJDKHO
COOTBETCTBOBATh  BPEMEHH  yICpP)KHBaHHUS

| OCHOBHOTO MHKa Ha XpOMaTorpaMMe pacTBopa

cTaHzapTHOro obpasua  JIeBOLETHPHU3KMHA
auraapoxnopuja (pazgaen «KondecTBeHHOE
OTIpEAETIEHUEY).

3 | Average weight /
Cpennsis macca

133.74 mg/ 133,74 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 /
PacnagaeMocTh

4 min/ 4 muH

Not more than 15 min / He 6onee 15 Mun

Remarks : The Product confirms to ND/
IIpumeuanwne: IIponykr coorBeTcTByeT TpeboBanusm HJ|

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by / i . Checked by / Approved by: Manager/Executive /
IToarorosnexo: (JQ&/P/ Iposepetio; N~/ Onobpeno: Menemkep / PykoBonurens
Date / s Date / — Date / \;3 —on —X0

'
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

| Mpoayxr: Annepssil TaaeTiu, NOKPLITHIE MIEHOYHOH 0GON0MKOIT, 5 MI

Market / Poinok

: Russia / Poccust

JuIeH3usa Ne

Batch No. / 5 Batch Quantity / . 1040300 tab /

Cepua Ne R Pazmep cepun * 1040300 tab6

Analytical Repovrt No./ . 890001751470 Date of Analysis / . 23/07/2024
AnaauTnuecknii oruer Ne Jara anasnsa

Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027

Jara nponssoacrea Toaex xo

Mfg. License No. /

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

JITI-Na(001333)~(PT-RU) ot 15.11.23

Analysis performed according ND No / Anasnn3 nposexen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 5/Crp.2 3 5

5 | Dissolution / PacTBopeHue Unit-1/ Ta6.-1 100% | NLT 80% (Q) of label claim of levocetirizine
Unita 7 Tabna 99 % dihydrochloride after 20 min. / He menee 80
) ’ % (Q) OT HOMHHAIBHOIO CONEPXKAHHS
Unit-3 / Tabn.-3 97 % JIEBOLETHPU3UHA JUTHAPOXIOopHAa uepes 20
Unit-4 / Ta6n.-4 9%8% | "
Unit-5 / Ta6n.-5 95 %
Unit-6 / Tabn.-6 96 %

6 | Related Substances / PoncTeeHHBIE TpHMecH

Impurity A /llpumecs A

Impurity B / [Tpumecs B

Impurity C / ITpumecs C

Impurity D / Ipumecs D

Impurity E / ITpumecs E

Impurity F / [Ipumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Not detected / He obHapyxeHa

0.02%/0,02%

Not detected / He ob6HapyskeHa

Below LOQ (LOQ = 0.004 %) /
Hwxe npenena xonu4ecTBEHHOrO
onpezaenenus (IKO = 0,004 %)

0.04% /0,04%

[Below LOQ (LOQ = 0.047 %) /
HI/I)Ke npeacia KOJIAYECTBEHHOIO
onpeznenenus (ITKO = 0,047 %)

0.10%/0,10%

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 0.4 % / He 6ouee 0,4 %

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoayxr coorBeTcTBYeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3akmodenune: OJJOBPEHO

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

HoxroroBneno: C& ) IIposepeno: N\~ 7 Onobpeno: Menemxep / PykoBonurens
v /',' ,) piisspeil N

Date / [ 20U Date/ Date / NG-0n —Novn

Jlara: W O - Jara: 26 ~07-202Y Jara:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

—
Product : Allerway film-coated tablets 5 mg
Npoaykr: Annepsait TabneTKH, MOKPLITHIE MJIEHOUHOM 060I0YKOiL, 5 Mr

Market / Poinok : Russia / Poccust

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

Cepus Ne S EREe Pazmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001751470 Date of Analysis / . 23/07/2024
AHanuTrueckuii oTueT No Jata anannsa

Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027

Mara npoussoacTsa T'ogen no

Mfg. License No. /

IlpousBoacTBennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(001333)-(PT-RU)
JuueH3us Ne

JITI-Ne(001333)-(PI’-RU) ot 15.11.23

Analysis performed according ND No / Anann3 nposeaen no HJT Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 5/Crp.3 u3 5

Any individual unidentified
impurity / Jlrobas eguuuvHas
HEUIEHTUGUIIPOBaHHAS
IPUMECh

Not detected / He oBHapyxeHa

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

Total impurities /
CyMmmMma npumeceii

0.2 %/0,2 %

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

Chiral purity / XupaabHnasn
YHCTOTA

Below LOD (LOD = 0.0138 %) /
Huxe npenena obnapyxenus (I10 =
0,0138 %)

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

Loss on drying / IloTepn B
Macce HPH BbICYIUMBAHNH

2.0 %/2,0 %

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

Microbiological purity*/ MukpoOnoornueckast 4ucToTa*

a) Total Aerobic Microbial
Count / Obee ymcno
a3pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O6uiee uncio
JOPOXOKEBBIX U TIIECHEBBIX
rpubos

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

| Not more than 102 CFU/g /

He 6onee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytcTBYeTB 1 T

Shall be absent in 1 gram /
OtcyrctBHe B 1 T

10 | Uniformity of dosage units /

OI(HOpO[lHOCTb AO03HPOBAHHUA

3.1/3,1

Acceptance value (AV) should not be more
than 15.0./ INokazatens npuemiemoctd (AV)
r JnomnkeH ObITh He 6oJee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykr cootBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axniouenune: OJIOBPEHO

Prepared by / , Checked by / Approved by: Manager/Executive /
TMoxrorosaeno: ( /\J/ ITposepeno; TN\t Opnobpeno: Menemkep / PykosoxuTens
Date / {700 Date / ] Date / NC o O
Hara: e OF Jara: 26 ~07~2024 | Nlara: it




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIN3A
[Product : Allerway film-coated tablets 5 mg
Mpoaywt: Annepnaii TabneTkn, NOKPHITHIE MIEHOYHON 060J0UKOA, 5 Mr
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne £ C2407793 Paszmep cepun " 1040300 Tab
Analytical Repo“rt No. / . 890001751470 Date of Analysis / . 23/07/2024
AHanuTnyecKkHii oTueT Ne Jara anaauza
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
Jara npousBoacTea T'ogen no
Mfg. License No. /
IpoussoacrBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT'-RU)
JHeH3ust No
Analysis performed according ND No / Auaaus nposeaen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 4 of 5/ Crp. 4 u3 5

11 | Assay / KonnyecTBeHHOE
onpeeeHue

4.98mg / 4,98 mr

Between 475 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mMr gmo 5,25 Mr JeBOLETHPU3UHA
JUTHAPOXIIOPUIA B TabeTKe.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabietok B
6sctep u3 (IA/AJI/TIBX) donbru
/ amomuuueBodt ¢oneru. I[lo 3
6scTepa BMeECTe ¢ HHCTpYKIHei Mo
NPUMEHEHUIO (nucrxom-
BKJIQJBIILIEM) B TTAYKY 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.

/ o 7 unm 10 Tabnerok B GnucTep H3
(ITA/AJTITIBX) ¢onern  /  adroMHHUEBOR
doneru. Ilo 1, 2 wnm 3 6aucrepa BMecTe C
MUHCTPYKLMEH 1O NpPUMEHEHHIO (JTUCTKOM-
BKJaJbILIEM) B AYKY KAPTOHHYO.

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

The indicator may not be included in the firm's certificate of analysis.
* [TpoBOAIMTCA TTPOM3BOJMTENIEM TIPH BBIYCKE MEPUOIMUCCKU (C HHTEPBATOM OAHO MCTbITaHke Ha 10 cepuit unu He menee 1 pasa B ron).

TNoxazatens MOkeT ObITh HE BKIIOYEH B CEPTH(QUKAT aHan3a PUPMEI

API name / Hanmenopanue ADC:

| Levocetirizine dihydrochloride / JleBorieTupH3HHA JUrHAPOXIOPHL,

nponspoauteas I'JIdD:

INN / MHH: Levocetirizine / JlesoueTrpusux
API manufacturer batch number /

Homep cepun mpousBoauTeas ADC: ASOLOE

FP Manufacturer API Batch number /

Howmep cepun cyberanmmmn FCQA02967

API Manufactured by & country /
IIpouszBogurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu’c JTaGopatopuc JItn., Uunus

Release site /

JHIECH3HH NJIOIAAKH,

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

HaHMeHOBaHHe, aJpec H HoMep

Survey Ne41, (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)

Remarks : The Product confirms to ND/
IIpumeuannue: ITponyxT cooTBeTcTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3aknovyenue: OJJOBPEHO

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

IoaroroBneno: (/YA [Tposepen: Ono6peno: Menemxep / PykoBoauresb
INH~

Date / oM Date/ Date / NGB xS

Hara: U OF Jara: 96 ~O7 ~ 20244 Hara: “
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Dr.Reddy’s €5
¢ y » CERTIFICATE OF ANALYSIS
' CEPTH®UKAT AHAJIN3A

'Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepssii TabieTkn, NOKPHITHIE MIEHOUHON 0GO04KOM, 5 MT

Market / Poisok : Russia / Poccus

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

Cepus No + €2407795 Pa3mep cepun " 1040300 Ta6

Analytical Repovrt No. / . 890001751470 Date of Analysis / . 23/07/2024

AHasinTHYecKHH oTyeT No JlaTa ananuza |
Date of Manufacture / : 21/05/2024 Date of Expiry / . 30/04/2027

Jara npoussoacrsa Toaen go

Mfg. License No. /

IpoussoacTBeHHas 1 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Juueniug No

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

Page5of5/Ctp.5mu3 5

| OCYLIECTBJISIO el Yuactok Ne 41, (TIpoussoncreenHoe noapasaenenne-11), Bauynannm
NPOH3BOACTBO/KOHTPOJb Busnamxk, bauynannn Manjan, Meauan Mankamkrupu JIACTpUKT,
KadectBa/Boinyck [JI® / bauynannu (B), Bauynannu (M), Menuan-Mankamxrupy (1), wrat
Tenanrana, Huaus (JInuensus 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
verified and their compliance with Good Manufacturing Practice.

3aK/04eHHe O COOTBETCTBUH: «HacTosIum 51 oATBepXKAako, YTO NPUBEAEHHAs Bhille MHPOPMAIUs SBISETCA JOCTOBEPHOM
1 TOYHOM. DTa cepusi NPOAYKIMH IPOU3BeeHa (BKIFOUAs YIaKOBKY (MAPKHUPOBKY) W KOHTPOIIb KA4ECTBA) Ha BbIILIEYKa3aHHOM
MPOU3BOJCTBEHHOM muowlagke (MIOI@AKaX) B TOJHOM COOTBETCTBUM C TpeOOBaHWAMH IlpaBun  Hajnexateii
npou3BoAcTBeHHOH npakThkkn (NeGMP-01887/21/IN or 28 anpens 2021) u TpeGoBaHHSIMM KOHTPOJIS KayecTBa
JIEKApCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBUM CO CHEUHUGUKALMSIME, COASPXKAIMMHUCS B PECMCTPALAOHHOM [OChE
CTpaHbl-UMIOpTEPA. 3aryucy IO TPOU3BOJACTBY, YHNAKOBKE M aHalU3y MPOBEPEHbl, W YCTAHOBIEHO HX COOTBETCTBHE
TpebosanusiM ITpasun Haanexaileil MpOU3BOACTBEHHOM IPAKTHKY.

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

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusIM HJT 3aknrouenne: OJJOBPEHO

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

IMoarotosnexo: & [Tposepeng: f] —~f Onobpeno: Menemxkep / PykoBoauTens
; L2 ) T _ S~

Date / { /w’)/l Date / Date / Ag -on -\

Hara: VYo 0T Hlara: o ~o07-2024¢4 | Hata: B




