Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTHU3A

Page 1 of 10/ Crp. 1 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykaun®, TabaeTkn, NOKpbLITHIE NJIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / - V2402105 Batch Quantity / ~ 800000.0 tab/

Cepus Ne ' O0bem cepun " 800000.0 Tab

Analytical Report No / - 040002695010 Date of Analysis / . 16.10.2024

AHaJHTHYecKUii oTueT No JaTa ananu3za

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa npon3BoacTBa T'onen no

Mfg. License No. / MA number: /

IlponseoacTeennasn : MNB/05/263 = o JITE-Ne(003654)-(PT-RU)
Homep PY

JuneHsHsa Ne

Analysis performed according ND: / Ananus npOB_eueH_no HJX: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test / IlokaszaTeanb

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KancyJoBUAHOH (hOpPMBI, IOKPHIThIE
TUIEHOUHOH 000N04YKOH OpaHXEBOro
LBETA, C PUCKOIl HA ONHOH CTOpPOHE;
Ha IOTEPEvHOM pazpese — Apo
0enoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TaOseTKH KancyaoBUAHON
(hopMBI, MOKPHITHIE TIIIEHOYHOH 000I0UKOH
OpPaH)XCBOTO LBETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha MONEPEYHOM paspese — sapo 6enoro Uin
nmouTH 6enoro LBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKkT cOOTBETCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToarotosneno: Rama Kant

Budosl”

Checked by /

T

[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: MeHemxep /
PykoBoauteng Axp@umar

Reprint Date:
Hara: 16.10.2024

Reprint Date:
Jata: 16.10.2024

Reprint Date’
Hara: 16.10.2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ Ctp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| IIpogykT: N6ykann®, Tab/1eTKH, NOKPBITHIE ILJIEHOYHOH 000J04K0#, 400 Mr + 325 mr

Market / PoiHoK :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepus Ne ¢ V2402105 O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002695010 Date of Analysis / - 16.10.2024
AnanuTHyecKuii oTyeT No JlaTa aHanu3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

| /laTa mpou3BoACTBA T'onen no
Mfg. License No. / MA number: /
IIpouzBoacTBEeHHAS : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)

Homep PY

JuneH3us Ne

Analysis performed according ND

: / AHanan3 npoegeH no HJI: JIH-NQ(OO3654)-(PiRU)-101 123

2 |Identification /
IlogmHHOCTDH

Complies as prescribed/
COOTBETCTRYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpeMeHa yAep)KMBaHMsS OCHOBHBIX ITHKOB Ha
XPOMATOrpaMME HUCNBITYEMOI'O PacTBOPa JOJIKHB!
COOTBETCTBOBATh BPEMEHAM YACP>KUBAHHUS NTHKOB
Ha XpoMmarorpaMMe pPacTBOpa CTaHIAapPTHBIX
obpasiuor ubynpodeHa u napaueramona (paszein
«Konu4yecTBEHHOE ONpeIeNIeHUEN)

3 |Average tablets weight /
Cpennssi Macca TabeToK

972.2mg/972.2 mr

940.9 mg to 999.1
(970.0 mg £+ 3.0 %) /
Ot 940,9 MI
(970,0 Mr = 3,0 %)

mg

999,1 MI

A0

4 |Disintegration /
Pacnapaemocthb

06 min 41 sec/ 06 muH 41 cek

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by /
Iloarotrosneno: Rama Kant

foforl

Checked by /

S

-

[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBonurenp Am& Kumar

S —

Reprint Date:
Hara: 16.10.2024

Reprint Date:
JHara: 16.10.2024

Reprint Date:"
Hara: 16.10.2024




Dr.Reddy’s €3¢

Dr. Reddy's Lahoratories Lid
Formulation Unit-6

Viif, Khol, Nalagarn Read, Baddj,
Disti Solan, W10, 173 205, IHDA
Tal - +91 98165 5600102

anany dreacdig caen

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIN3A

Page 3 of 10/ Cp. 3 u3 10

—

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaykr: U6ykann®, TaéaeTku, NOKPHITHIE ILIEHOUHOH 060104K0i#, 400 Mr + 325 Mr
11p \ p

Market / PoiHOK :Russia / Poccus

Batch No / i Batch Quantity / . 800000.0 tab /

Cepusi Ne  NEE0o O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002695010 Date of Analysis / . 16.10.2024

AHaJIuTHYECKHH oTyeT No JlaTa aHanu3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

HdaTa mpoun3BoacTBa Togen no

Mifg. License No. / MA number: /

IMpoussoncTBeHnan : MNB/05/263 : . JITII-Ne(003654)-(PT"-RU)
Howmep PY

JuneH3us Ne

Analysis performed according ND: / Anaau3 nposefen no HJI: JIII-Ne(003654)-(PT-RU)-101123

S |Dissolution /

PacTBOpenne

98 % to 103%

98 % to 103%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min/

He meree 70 % (Q) Ci3His0, (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (nmapaueramorn)
yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykrt coorBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by / Checked by /
IToarorosieHo: Rama Kant

Ci—:—

ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoaurens Amit Kumar

bl

Reprint Date:
Jarta: 16.10.2024

Reprint Date:
Hara: 16.10.2024

Reprint Dafe:
Tata: 16.10.2024

Ragistered Office: &

Tk 491 50

CING L

3-2-337, Road No 3, Banjara Hills, Hyderabad -
TG0 800, Faxs +91 40 2900 2999, Ermail: mail@drreddys.com
SGP1OZIPLCO04507

500034, Telangana, india

v drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 4 of 10/ Cp. 4 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponyxt: Uoykaun®, TabaeTku, NOKPHITHIE MIIEHOYHOI 060J0uK0ii, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne Rl O0bem cepHl © 800000.0 Tab

Analytical Repourt No / - 040002695010 Date of Analysis / - 16.10.2024

AHaNHTHYECKHI oT4eT No JlaTa aHanuza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa nmpou3BoACTBA T'ogen 10 ]
Mfg. License No. / MA number: /

lipomsBoacTBeHHAsA : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT-RU)

Juuen3us Ne

Analysis performed according ND: / Anann3s nposenen no HJI: JIII-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTeeHHble IpHMecH than 0.005% /
Method 1/ Meton | 4-amunodeHon (MpHMECh TNapaueraMosa) He
6onee 0,005 %
Method 2 / Meton 2 . Any individual impurity (of ibuprofen or
0.03% paracetamol) - not more than 0.3% /
Jobas enuaruHas npuMech (ubynpodeHa
napaueramodna) He 6onee 0,3 %
0.03% Total impuriti -
purities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1 + Merog
2) He 6onee 0,7 %
9 |Water / Bona 1.5% Not more than 5.0% /
He 6omee 5,0 %

Remarks : The Product conforms to ND/

I pumeyanne: [Ipoaykr coorBercTByeT TpeboBanuam HJ{

Opinion : APPROVED
3axnwuenne: OJOBPEHO

Prepared by / Checked by /

IloarorosneHo: Rama Kant

[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBogprens Amit Kumar

—N\ -

Sl

Reprint Date:
Jara: 16.10.2024

Reprint Date:
JHara: 16.10.2024

Reprint Date: ~
Harta: 16.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page S of 10/ Ctp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: U6ykauu®, Ta61eTKH, NOKPLITLIE MIEHOYHOI 060/104K0ii, 400 Mr + 325 Mr

annensust Ne

Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepusi Ne V2402105 O0bem cepun " 800000.0 Tab
Analytical Report No / . 040002695010 Date of Analysis / . 16.10.2024
AHajauTnueckHi oTueT No JlaTa aHaJIH3a
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
JlaTa npou3BOACTBA TI'onen no
Mfg. License No. /
. MA number: / . -
IlpousBoacTBeHHAA : MNB/05/263 Homep PY : JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND

: / Ananus nposenen no H; JITI-Ne(003654)-(PI'-RU)-101123

10 |Uniformity of dosage
units /

OnHOPOAHOCTD
L0O3UPOBAHMUS

- ibuprofen / ubynpoden

- paracetamol /
napaueTamod

2.1

2.2

Acceptance value (AV) should be not more than
15.0 /Iloka3zatenp npuemieMocTH (A V) nomkeH
ObITh He OoJee 15,0

Acceptance value (AV) should be not more than
15.0 /Tlokazatens npuemieMocTH (AV) 1oJxkeH
ObiTh He OoJtee 15,0

Remarks : The Product conforms to ND/
Hpumeuanue: [Iponykr coorsercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3axaouenne: OJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

fobt

Checked by

/

ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoanTg/b ﬁ@a’n Kumar

e

Reprint Date: 1
Hata: 16.10.2024

Reprint Date:

Hara: 16.10.2024

Reprint D#te:
Jata: 16.10.2024




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories itd
Foirmulation Unit-5

Vili. Khol, Nalagarh Poad, Badiclj,
Disit. Solan, H.P, 173 205, iNDA
Tal: +91 981656 56001-02

i
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 6 of 10 / Cxp. 6 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: H6yknuu®, TabaeTkH, NOKPBITHIE IJIEHOYHOI 06010uKoit, 400 Mr + 325 Mr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / ~800000.0 tab /
Cepnst Ne + V2402105 O0bem cepun " 800000.0 Tab
Analytical Repo:’t No/ - 040002695010 Date of Analysis / . 16.10.2024
AHAJHTHYECKHIT oTueT No Jata ananuza
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
JaTa npou3BOACTBA T'onen go
Mfg. License No. / MA number: /
IIpou3BoacTBEHHAA : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)
Howmep PY
| aunen3us Ne ]

Analysis performed according ND

: / Ananu3 nposefen mo HJI: JIIT-Ne(003654)-(PI'-RU)-101123

11 |Microbiological purity* /
Mukpobuonoruieckasi
YHCTOTA™

a) Total aerobic microbial
count / Ob1iee 4ucno
a’poOHBIX
MHKPOOPraHu3MOB

b) Total combined yeasts
and mould count / Ob61ee
YUCJIO JPOMXOKEBBIX U
IJIECHEBBIX IpHboB

¢) E. coli

NA Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

NA Not more than 100 CFU/g /

He 6onee 100 KOE/r

NA Shall
1r

be absent in 1lg / OrcyrcTBHE B

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYyeT TpeboBanuam HJI

Opinion : APPROVED
3axmiouenue: OJOBPEHO

Prepared by /
IToaroroeneHo: Rama Kant

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pyxosoautens Amit Kumar

/

At
Reprint Date: !

Hara: 16.10.2024

C’;“f':—
Reprint Date:

Hara: 16.10.2024

Reprint Dite:
Hara: 16.10.2024

Regisierad Uffice §-2-337, Road No 2, Banjara Hiils, Hyderabac

- 500034, Talanzang, India

Tl 491 40 5200 2000, Fax: +51 40 4900 2999, Erzil: mail@dreddys.com

CIM: L

wissy, drreddys.com

1954P19G4PLCCOAS0T




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Lid

Formulation Linii-o

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mponykr: H6ykanu®, TaGeTky, NOKpHITHIE MJIEHOYHOH 060,104K0iH, 400 Mr + 325 Mr

| Market / PoiHoOK :Russia / Poccns

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne : V2402105 O6bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002695010 Date of Analysis / - 16.10.2024

AHaNUTHYECKHIT oTUeT Nt JlaTta ananuza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

Jata npou3BoACTBa I'ogen no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAS : MNB/05/263 ) ;. JII-Ne(003654)-(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND

: / Ananuz nposeaen mo HJI: JITI-Ne(003654)-(PI™-RU)-101123

12 |Assay / Konu4yecTBeHHOE

ornpeaejieHnue

397.9mg/397.9 Mmr

32533 mg /32533 mr

360.0
tablet

292.5
tablet

to 440.0 mg of Ci3H 30, (ibuprofen) per

/

Ot 360,0 Mr 10 440,0 mr C13H 302 (ubynpoden) B
Tabnetke
to 357.5 mg of CsHoNO; (paracetamol) per

/

Ot1292,5 mr o 357,5 mr CsHoNO: (napauetamon)
B TabneTke

10 tablets in PVC/Al blister.

13 | Package / YnakoBka

blister and a patient information
leaflet in a carton. / [1o 10 Tabnetox
B [IBX/Al 6auctep. Ilo 1 6nuctepy

1

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1, 2 nunu 20
OnycTEepOB B TadKy KapTOHHYIO

B MNayky KapTOHHYIO BMECTE C |HHCTPYKLMEH MO NPHUMEHEHHIO.
MHCTPYKUHEH N0 IPUMEHEHHIO.
14 | Labeling / MapkupoBka |According to ND. /B cootserctBun ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temneparype He Bbiie 25 °C.
16 | Shelf life / Cpok 5 years /5 ner
TOAHOCTH
Note: References in the normative document are given to the Rus. Ph XIV,

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooteTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akaouenune: OJOBPEHO

Prepared by / Checked by /
[ToarotoneHo: Rama Kant

et e

[IpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Opo6peno: Menemxep /

PyxoBoamugens @uit Kumar
AC"-"'"-/

Reprint Date:
Jara: 16.10.2024

Reprint Date:
Hata: 16.10.2024

Reprint Date:
Hara: 16.10.2024

3, Banjara Hills, Hvderabaa

, Em&il: mai

507

=
- O

1, Teianaana, ndis

I@drredadyscom

BMECTC C




Dr.Reddy’s €

Dr. Reddy's Laboratories Lt
Formulation Unit-6
Vill. iKhol, Nalagarh Read, Bagdj,

73 205, INDIA

WINVW. O Ta0QYEs.CoOMm

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 8 of 10/ Crp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mponykr: I/IﬁyKJmH®, TabJIeTKH, MOKPHITHIE MJIEHOYHO# 060s10uK0ii, 400 Mr + 325 Mr

IIpousBoacTBeHHast : MNB/05/263
JuneH3us Ne

Howmep PY

Market / PBIHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne s Vi2a02107 O6beM cepun " 800000.0 Tab
Analytical Repo:'t No/ - 040002695010 Date of Analysis / . 16.10.2024
AHajuTHYeCKMii oTUeT No JlaTa aHaau3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

| JlaTa npou3BOACTBA Fopen o
Mfg,. License No. / MA number: /

: JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananus nposenel_{ no H: JITI-Ne(003654)-(PT'-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.
[pumeuanue: CCbUIKH B HOpPMATUBHOM JOKyMeHTauuy npuseensl Ha 'O PO XIV.

* [IpoBOAKTCS POU3BOAUTENIEM NPU BBITYCKE NEPHOAUYECKH: JUIs Kaxkaoi 20-0f cepuu uiM He MeHee 1 pasa B
rog. ITokasatens MOXeT ObiTh He BKJIIOYEH B CEPTH(UKAT aHaIu3a QUpMBL.

API name / HaumeHoBanue ADC: Ibuprofen / I6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanetamoin
API manufacturer batch number / PIBM240151 0290/24-25

Homep cepuu npoussoaurens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHIMH NPOH3BOAHTEIS FERA00480 FERA00391
r'Jid:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa DxTuB Limited, India / llpu Kpumna
IIponspogurtens ADC, crpana: ®apma Caiiencus Jlumuren, ®dapmackrotikaic Jlumuresn,
Wupus Uuaus

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykT cooTBeTcTBYeT TpeboBaHuaM HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarororneno: Rama Kant [TpoBepeHo: Pardeep Kumar /Ono6peHo: Menemxep /
@L (}.d— t PykoBomutgas Amit Kumar
Reprint Date: Reprint Date: Reprint Dale:
Jara: 16.10.2024 Jara: 16.10.2024 Jlata: 16.10.2024
Registerad Gificer 8-2-337, Road Mo. 3, Banjaia Hills, Hyderabad - 500034, Telangana, India
Tel: 421 404800 2200, F #8140 A9C0 2299, Email: mall@diraddys.com

CiM: LE0195 AP1984PLC004507

wisw, drredays.coim




Or. Reddy's Laboratories Lid

Formulation Linit-6

B o
Dr. ReddY’S ‘... I‘n? khol , :

Tzl

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 9 of 10/ C1p. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

HMpoayxr: Udyknua®, Tabneru, DOKPhIThHIE IIEHOYHOIi 060104KO0#, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne Rl O0nbem cepun " 800000.0 Tab

Analytical Repo\f‘t No/ . 040002695010 Date of Analysis / . 16.10.2024

AHanUTHYECKUI oTyeT Ne JlaTta ananmn3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JaTta npou3BoAcTBa I'onen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneHsusi Ne -

Analysis performed according ND: / Ananus nposenen mo H/I: JIII-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaunmeHoBanHe, agpec, JMHEH3NA I H-p Pennn’c Jlaboparopuc JIta., Muaus, ITponssoacTBeHHOE
IIpousBoacreennas mnomanka / Ilnomaaka nonpasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, luctpukr
KOHTpoJs KadecTBa / Ilmomaaka BeITycKa Coman, X.I1., 173205, Uuans (nunen3us Homep MNB/05/263)

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 of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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 of the Eurasian Economic Union is established».

3ak/il04eHHe 0 COOTBETCTBHHU: «HacTosAMM s MOATBEPkAAI0, UTO MPUBEJCHHAS BhIlIe HHPOPMALUA SBJIAETCS
JOCTOBEPHOM W TOYHOM. DTa cepusi MPOAYKUMH Tpou3BeAeHa (BKMOYas yNakoBKY (MapKUpOBKY) U KOHTpOJb
KayeCcTBa) HAa BBIIIEYKa3aHHOH NPOU3BOJACTBEHHON TIUomaake (fUIOHIaJKaX) B TIOJHOM COOTBETCTBHUH C
TpebopanusmMu [IpaBun Haanexarieii Npou3BOACTBEHHON NpakTHku EBpasuiickoro skoHoMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpebOBaHUAMH KOHTPOJIS KQUeCTBa JIEKAPCTBEHHBIX CPENCTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
HNpumeyanne: [IpoAyKT cOOTBETCTBYET TpebGoBanusam HJT 3axuouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Rama Kant IMposepeno: Pardeep Kumar /OnobpeHo: Menemxep /
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaykr: H6ykaun®, TabsieTkH, NOKPHIThIE NIEHOUHO# 060.104K0i#H, 400 MI + 325 Mr

Market / PoiHOK :Russia / Poccusg

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus No e O0bem cepun " 800000.0 Tab

Analytical Repo‘f't No/ . 040002695010 Date of Analysis / . 16.10.2024

AxaanTHyecKHii oTyet Ne JlaTa aHaiam3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

Jata npousBoacTBa T'ogeH no

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAA : MNB/05/263 . i JITI-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anaau3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaxKKe B COOTBETCTBHHU CO cneumbuxauymmn, COACpXKAaUUMUCA B PErUCTPallHOHHOM JOChC CTPAaHbI-HMIIOPTEpPA.
3armmcu 1o MPOU3BOACTBY, YIIAKOBKE M aHAJIM3Y MPOBEPEHDI, U YCTAHOBJIEHO UX COOTBCTCTBUC Tpe6OBaHI/I$[M HpaBym

Hajgjexaien HpOHBBOHCTBCHHOﬁ [PakTHKA EBpa31/1171c1<oro 3KOHOMHYCCKOI'0O COKO3a».

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
IToarotosieno: Rama Kant
h

ppd

il

[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Meunemxep /
Pykosoputgis  Amit Kumar
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